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SURGIQUEST, INC.

SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator

DPIS 2000
510(k) Premarket Notification

MAY 25 2011

510(k) SUMMARY OF SAFETY & EFFECTIVENESS

Submitter:

Contact Person:

Date Prepared:

Trade Name:

Common Name:

Classification Name:

Regulatory Class:
Product Code:

Predicate Devices:

SurgiQuest, Inc.
12 Cascade Blvd. — Suite 2B
Orange, CT 06477

Daniel Donovan
Sr. Dir., Operations

Phone: (203) 799-2400 Ext. 202

Fax: (203) 799-2401

e-mail: ddonovan{@surgiquest.com

December 10, 2010

SurgiQuest AirSeal® Optical Trocar & Cannula System
with integrated Insufflator DPIS 2000

(Trade name subject to change)

Disposable Endoscopic Trocar and Cannula;
Carbon Dioxide Insufflator for Laparascopy

Endoscope and accessories under 21 C.F.R. 8§76.1500;
Laparoscopic Insufflator under 21 C.F.R. 884.1730

I
GCJ and HIF

SurgiQuest AirSeal Optical Trocar & Cannula System,
SurgiQuest, Inc., k071571

AirSeal Optical Trocar & Cannula System, SurgiQuest,
Inc., k083211

SurgiQuest AirSeal Optical Trocar & Cannula System
SurgiQuest, Inc., k092504

45L High Core Insufflator F114
W.0.M. World of Medicine AG, k063367
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

Device Description: The SurgiQuest AirSeal® Optical Trocar & Cannula
System with integrated Insufflator DPIS 2000 (the “DPIS
2000 System”) consists of the following major
components: (1) a trocar, (2) a cannula, (3) tube sets, and
{(4) a micro-processor controlled insufflation, recirculation
and filtration unit (the “DPIS 2000 Unit”). The cannula,
trocar and tube sets are sterile, single-use products. The
DPIS 2000 Unit is non-sterile and reusable.

The DPIS 2000 Unit is designed to function in one of three
(3) separate modes of operation: (a) Insufflation Mode; (b)
AirSeal Mode; or (c) Smoke Evacuation Mode.

Intended Use: The SurgiQuest AirSeal ® Optical Trocar & Cannula
System with integrated Insufflator DPIS 2000 (the “DPIS
2000 System”) is intended for use in diagnostic and/or
therapeutic endoscopic procedures to distend the peritoneal
cavity by filling it with gas, to establish and maintain a
path of entry for endoscopic instruments and to evacuate
surgical smoke. The trocar of the DPIS 2000 System is
indicated for use with or without visualization.

Substantial The DPIS 2000 System is substantially equivalent to the

Equivalence: AirSeal Predicate Device (k071571, k083211, k092504)
and to the Insufflation Predicate Device (k063367).
Specifically, the proposed device has the same intended
use and the same indication for use as the Predicate
Devices. In addition, the DPIS 2000 System and the
Predicate Devices use the same or similar basic operating
principles and incorporate the same or similar basic design
features. Finally, biocompatibility, sterility, packaging and
bench testing demonstrate the safety and effectiveness of
the proposed device.

Bench test results demonstrate that the DPIS 2000 System

is safe and effective in creating and maintaining
pneumoperitoneum in all three modes.

The DPIS 2000 Unit has been developed in accordance
with 21 CFR 820, ISO 13485:2003 & ISO 14971:2007
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 PI/%L
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
: DPIS 2000
510(k) Premarket Notification

and will be tested in accordance with IEC 60601-1,
General Requirements for Medical Electrical Equipment -
Part 1: General Requirements for Safety and IEC60601-1-
2, Medical Electrical Equipment - Part 1-2: General
Requirements for Safety - Collateral Standard:
Electromagnetic Compatibility - Requirements and Tests.

Gamma sterility validation has been performed (and will
be in the case of the Smoke Evacuation Tube Set) in
accordance with ISO 11137 Sterilization of health care
products — Radiation, Part 1 — Part 3 and AAMI TIR 27,
Sterilization of  Healthcare  Products:  Radiation
Sterilization - Substantiation of 25kGY as a Sterilization
Dose - Method VD Max. ETO sterility validation has
been performed ISO 11135-1, Sterilization of health care
products —Ethylene Oxide — Part 1: Requirements for the
development, validation, and routine control of a
sterilization process for medical devices; and ISO 10993-7,
Biological Evaluation of Medical Devices — Part 7:
Ethylene Oxide sterilization residuals. Residual ethylene
oxide (EO) and ethylene chlorohydrin (ECH) data shows
that the limit of EO <5 mg/ 10 days and ECH<5mg/ 10
days that remain on the tube set will not be exceeded.

A sterility assurance level (SAL) is < 10 achieved. The
foregoing sterility validation testing will be performed on
the Smoke Evacuation Tube Set.

Package and product integrity were tested in accordance
with 18S011607-1, Packaging for Terminally Sterilized
Medical Devices and ASTM-F-1980-02, Standard for
Accelerated Aging of Sterile Medical Device Packages.
ISO 11137 -2, Sterilization of health care products --
Radiation -- Part 2: Establishing the sterilization dose.

Finally, biocompatibility testing has been performed on the
cannula, the optical trocar, the blunt tipped trocar
including fixation device and the AirSeal® Tube Set (and
will be in the case of the Smoke Evacuation Tube Set) in
accordance with ISO 10993-5, Biological Evaluation of.
Medical Devices — Part 5: Tests for InVitro Cytotoxicity;
ISO 10993-10, Biological Evaluation of Medical Devices
— Part 10: Tests for Irritation and Delayed Type
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

Hypersensitivity,; and ISO 10993-5:2009, Biological
Evaluation of Medical Devices -- Part 12: Sample
Preparation and Reference Material.]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 F‘-{ /‘7{
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(TC DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

SurgiQuest, Inc.

% Mr. Daniel Donovan

Sr. Director of Operations

12 Cascade Boulevard, Suite 2B MAY 2% 2
Orange, Connecticut 06477

Re: K103692
Trade/Device Name: SurgiQuest AirSeal® Optical Trocar & Cannula System with
Integrated Insufflator DPIS 2000
Regulation Number: 21 CFR 884.1730
Regulation Name: Laparoscopic insufflator
Regulatory Class: Class II
Product Code: HIF, GCJ
Dated: May-18,.2011
Received: May 19, 2011

Dear Mr. Donovan:

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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Daniel Donovan

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
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 hitp://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 1 15809.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.gov/Medical Devices/Safety/ReportaProblem/default 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
Diviston 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/Resourcesfor Y ow/Industry/default. him.

Sincerely yours,

Mark N. Melkerson

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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SURGIQUEST, INC,
SurgiQuest AirScal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

INDICATIONS FOR USE STATMENT

510(k) Number (if known): /</0 3472

Device Name: SurgiQuest AirSeal® Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000

Indications for Use:

The SurgiQuest AirSeal ® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic
and/or therapeutic endoscopic procedures to distend the peritoneal cavity By filling it
with gas, to establish and maintain a path of entry for endoscopic instruments and to
evacuate surgical smoke. The trocar of the DPIS 2000 System is indicated for use

with or without visualization.

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 IF NEEDED) -

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

| _W&(MK ﬂP&F M,

(Division Sigr~Off)
Division of Surgical, Orthopedic
and Restorative Devices ,

510(k) Number K tos6 q2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
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Silver Spring, MD 20993-0002

@ DEPARTMENT OF HEALTH & HUMAN SERVICES
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SurgiQuest, Inc.
% Mr. Daniel Donovan
Sr. Director of Operations
12 Cascade Boulevard, Suite 2B
Trade/Device Name: SurgiQuest AirSeal® Optical Trocar & Cannula System with

Orange, Connecticut 06477
Integrated Insufflator DPIS 2000

Re: K103692
Regulation Number: 21 CFR 884.1730
Regulation Name: Laparoscopic insufflator

Regulatory Class: Class II
Product Code: HIF, GC}

Dated: -May-18,-2011
Received: May 19,2011

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

Dear Mr. Donovan:

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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Daniel Donovan

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 r reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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
g0 to http://www.fda.gov/AboutFDA/CentersOffices/CODRH/CDRHOffices/ucm115809.him 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.gov/Medical Devices/Safety/ReportaProblem/default.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.pov/MedicalDevices/Resourcesfor Y ow/Industry/defanlt. him.

Sincerely yours

A Anlhe..—

Mark N. Melkerson

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 301-796-81 18}
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

INDICATIONS FOR USE STATMENT

510(k) Number (if known): /<(, O 3 tg ?Z.-

Device Name: SurgiQuest AirSeal® Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000

Indications for Use:

The SurgiQuest AirSeal ® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic
and/or therapeutic endoscopic procedures to distend the peritoneal cavity By filling it
with gas, to establish and maintain a path of entry for endoscopic instruments and to
evacuate surgical smoke. The ﬁocar of the DPIS 2000 System is indicated for use

with or without visualization.

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

(Part 21 CFR 801 Subpart D)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

- Ndegdl, ,

(Division Sigd.0ff) e —
Division of Surgical, Orthopedic
and Restorative Devices ,

510(k) Number K 03642

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 180>
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
U.S. Food and Drug Administration
vy Center for Devices and Radiological Health

Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

May 19, 2011

SURGIQUEST, INC. 510k Number: K103692

12 CASCADE BLVD.

SUITE 2B Product: SUGIQUEST AIRSEALOPTICAL

ORANGE, CONNECTICUT 06477
ATTN: DANIEL DONOVAN

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://'www.fda.pov/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).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

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.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA} at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81\@
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_/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

“'Jh Center for Devices and Radiological Health
Document Control Center W066-G602

10903 New Hampshire Avenue
Sitver Spring, MD 20893-0002

April 25, 2011

SURGIQUEST, INC. 510k Number: K1036592

12 CASCADE BLVD. Product: SUGIQUEST AIRSEALOPTICAL TROCA

SUITE 2B
ORANGE, CONNECTICUT 06477
ATTN: DANIEL DONOVAN

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence conceming your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402. htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Overview/Medical DeviceProvisionsofF DAModer
nizationAct/ucm136685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(l)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm08973 5. htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l%
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commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
© (301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 P\
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_/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.8. Food and Drug Administration

¢/
*‘h " Center for Devices and Radiological Health
Document Control Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

March 31, 2011

SURGIQUEST, INC. 510k Number: K103692
12 CASCADE BLVD.
SUITE 2B . Product: SUGIQUEST AIRSEALOPTICAL

ORANGE, CONNECTICUT 06477
ATTN: DANIEL DONOVAN

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremembeér that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

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.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796*%@8



%,

HEALT,
& e

SERVIC,
o i,

) Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016
‘/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

i"’*’h Center for Devices and Radiclogicat Health
Document Control Center WO66-G609

195903 New Hampshire Avenue
Sitver Spring, MD 20993-0002

February 15, 2011

SURGIQUEST, INC. 510k Number: K103692

éfjﬁf‘}ESgBADE BLVD. Product: SUGIQUEST AIRSEALOPTICAL TROCA
ORANGE, CONNECTICUT 06477
ATTN: DANIEL DONOVAN Extended Until: 03/30/2011

Based on your recent request, an extension of time has been granted for you to submit the additional information we
requested.

If the additional information (Al) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FDA will permit the 510(k) to remain on hold for up to a maximum of 180 days from the date of the Al

request.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICAY) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640. , :

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79\§-_?1 18
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§SURG|QUEST

Food and Drug Administration F
Center for Devices and Radiological Health 81 4 Zﬂlfj
Document Mail Center — WO66-G607

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

February 11, 2011

Re.: K103692
SurgiQuest AirSeal® Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000
Request for an Extension of Time

Dear Mr. Yen,

In response to your fax dated January 20, 2011 requesting additional
information regarding the 510(k) application for the SurgiQuest AirSeal®
Optical Trocar & Cannula System with integrated Insufflator DPIS 2000
(K103692), I hereby request an extension of time untit March 30, 2011
to respond. '

Thank you.

Sincer

Daniel Donovan
o

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

35S

SurgiQuest.com
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U.S, Food and Drug Administration

+‘h Center for Devices and Radiological Health
Document Mail Center ; WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

January 21, 2011

510k Number: K103692

SURGIQUEST, INC.
Q ’ Product: SUGIQUEST AIRSEALOPTICAL TROCA

12 CASCADE BLVD. SUITE 2B
ORANGE, CONNECTICUT 06477
UNITED STATES

ATTN: DANIEL DONOVAN

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at . )
http.//www.fda.gov/MedicaiDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402 .htn.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to reselving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicaiDeviceProvisionsofF DA Moder
nizationAct/ucm 136685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(89735 .htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’S’QD
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commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staft at
- (301)796-5640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiologicat Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81’1)8’]
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U.5. Food and Drug Administration

”‘h Center for Devices and Radiological Health
Document Mail Center ;, WO066-Ci609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

December 21, 2010

SURGIQUEST, INC. 510k Number: K103692

12 CASCADE BLVD. SUITE 2B Received: 12/17/2010

ORANGE, CONNECTICUT 06477 Product: SUGIQUEST AIRSEALOPTICAL TROCA
UNITED STATES

ATTN: DANIEL DONOVAN

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
htip://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 in 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 ClinicaiTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form htip://www.{da.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany S10(k)YHDE/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 301-796-81&}5'\
{
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Scrv1ce Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”

http://www.fda. gov/Med:calDevnces/DewceRegulat10;1andGu1dance/HowtoMarketYourDevice/PremarkctSubmissio
1s/PremarketNotification5 1 0k/ucm 134034.htm. According to the draft guidance, 510(k) submissions that do not

<ontain clinical data do not need the certification form.

Please 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
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/

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
s0, 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/ucm 134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification310k/uecm070201 .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. 1f 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
procedural 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 301-79&58
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U.S. Food and Drug Administration ; Kf &/))
Center for Devices and Radiological Health 0€ r '?6' D /l{
| C

Document Mail Center — WO66-G609 ‘ /3 >
10903 New Hampshire Avenue | cé’/l,e < Y%
Silver Spring, MD 20993-0002 (o4

CONFIDENTIAL Date:  December 10, 2010

Reference: 510(k) Notification (Traditional)

SurgiQuest AirSeal® Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000

To Whom It May Concern,

Please find enclosed one original and one électronic copy of a traditional
section 510(k) premarket notification for the SurgiQuest AirSeal® Optical Trocar &
Cannula System with integrated Insufflator DPIS 2000 (the “DPIS 2000 System™).
The DPIS 2000 System is intended for use in diagnostic and/or therapeutic
endoscopic procedures to distend a cavity by filling it with gas, to establish and
maintain a path of entry for endoscopic instruments ;and to evacuate surgical smoke.
It is indicated to facilitate the use of various lapardscopic instruments by filling the
peritoneal cavity with gas to distend it, by creating and maintaining a gas sealed
obstruction-free instrument path and by evacuating surgical smoke. The trocar of the
DPIS 2000 is indicated for use with or without visualization.

The DPIS 2000 System is classified under 21 C.F.R. 884.1730 and 21 C.F.R.
876.1500 as a class II device. The product code for endoscopes and accessories is
GCJ and the product code for laparoscopic insufflators is HIF. The review panel for
the DPIS 2000 System is General & Plastic Surgery.

12 Cascade Boulevard, Suite 28 | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

The DPIS 2000 System is a combination of two previously cleared products.
Specifically, the DPIS 2000 System incorporates into a single system the gas seal
technology of the SurgiQuest AirSeal Optical tTrocar & Cannula System,
manufactured by SurgiQuest, Inc., that has been cleared by FDA on July 30, 2007
(k071571), on December 15, 2008 (k083211) and on November 11, 2009 (k092504)
(the “AirSeal Predicate Devices™), and the insufflation technology of the 45 L High
Flow Insufflator F114, manufactured by W.O.M. Wbrld of Medicine AG, that has
been cleared by FDA on May 23, 2006 (k063367) (thej “Insufflator Predicate Device”
and, together with the AirSeal Predicate Devices, the ‘fPtedicate Devices”).

The DPIS 2000 System consists of the follov+ing major components: (1) the
trocar, (2) the cannula, (3) the filtered tube sets, and (;4) a micro-processor controlled
insufflation, recirculation and filtration unit (the “DPIS 2000 Unit”). The cannula,
trocar and filtered tube sets are sterile, single-use prc;ducts. The DPIS 2000 Unit is
active, non-sterile and reusable. The DPIS 2000 Unit is a microprocessor controlled
device that is designed to function in one of three (3) separate modes of operation: (a)
insufﬂation Mode; (b) AirSeal Mode; or (c) Smoke Eyacuation Mode.

In the Insufflation Mode, the DPIS 2000 System functions exclusively as a
traditional laparoscopic insufflator and is used with standard veress needles and/or
cannulae and the Insufflation Tube Set.

In the AirSeal Mode, the DPIS 2000 System functions as a traditional
laparoscopic insufflator in the initial insufflation phase and subsequently used with

. the AirSeal Tube Set, Trocar and Cannula to create a “pressure barrier” or state of
equilibrium within the bore of the cannula tube. This pressure barrier, which is
created within the cannula using an uninterrupted flow of gas, allows the free passage
of various tools (graspers, clip appliers, etc.) into and out of the abdominal cavity
while at the same time maintaining insufflation pressures ( i.e. pneumoperitoneum)
within the abdomen.. [Note: the means of creating and maintaining this barrier has
been described previously in the 510(k)’s sighted abojve]

2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

In the Smoke Evacuation Mode, the DPIS 200Q System functions as a
traditional laparoscopic insufflator and is also used w1t‘h the Smoke Evacuation Tube
Set and two traditional laparoscopic trocars to perform a smoke evacuation function.

In accordance with the guidance “Format for Traditional and Abbreviated
510(k)’s”, issued on August 12, 2005, please find belojw a table describing the design
and use of the DPIS System: }

Question | Yes No

Is the device intended for prescription use (21 CFR 801 X
Subpart D)?

Is the device intended for over-the-counter use (21 CFR 807 X
Subpart C)?

Does the device contain components derived from a tlssue X
or other biologic source? |

Is the device provided sterile? | X

Yes, cannula, trocars and tube sets. 1

Is the device intended for single use? | X

Yes, cannula, trocars and tube sets. i

Is the device a reprocessed single use device?

If yes, does this device type require reprocessed vahdatlon
data? |

Does the device contain a drug?

L R b

Does the device contain a biologic?

Does the device use software? X

Yes, insufflation, recirculation and filtration unit.

Does the device include clinical information?

»a [

Is the device implanted?

As explained in more detail in the attached :510(k) notice, the DPIS 2000
System is a coincident placement of two previously cleared technologies into the
same enclosure subsystem and therefore substanﬁélly equivalent to the AirSeal
Predicate Device and to the Insufflator Predicate Deﬁw. Specifically, the proposed
device has the same intended use and the same indijcation for use as the Predicate
Devices. In addition, the DPIS 2000 System and the 1l’redicate Devices use the same

3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

or similar basic operating principles and incorporate the same or similar basic design
features. Additionally, the Optical Trocar, the Bluntj Tip Trocar including fixation
device and the Cannula of the proposed device are idehtical in technology, design and
material to the trocars, fixation device and cannula of the AirSeal Predicate Device.
Furthermore, the AirSeal filtered Tube Set modules ar‘e substantiall
tube sets used with the AirSeal Predicate Device.

uivalent to the

to prevent
backflow of fluids into the DPIS200 unit. The Smoke Evacuation Tube Set is similar
in technology, design and material to the tube set cleared with the AirSeal Predicate
Devices. The Smoke Evacuation Tube Set is designed to deliver CO, for the creation

and maintenance of pneumoperitoneum and to evacuate and filter surgical smoke.

The fundamental technology of the DPIS 2000 System used to (a)create and
maintain pneumoperitoneum, (b)create and maintain a seal in the Cannula and (3) to
evacuate smoke, is substantially equivalent to the func‘lamental technology used by the
Predicate Device. The principle distinction between the subject device and the
Predicate Device is the amalgamation of the two technologies into one unified
system, the improvement to the combined device with regard to safety and alarm
features and improvements in terms of user interface and design for human factors.

In accordance with the Medical Device User Fee and Modernization Act of
2002, SurgiQuest, Inc. has submitted the applicatién fee of $2,174 required of a
certified small business. A copy of the User Fee Cover Sheet is provided within the
premarket notification.

The Establishment Registration number for SurgiQuest, Inc. is 300621737 1.
Small Business Decision Number is SBD118252.

Information regarding this device, its testing, composition, features,
manufacture, etc. has been kept confidential by SurgiQuest, Inc. Such information
has been made available only to SurgiQuest’s employees and consultants. We
request that such information remain confidential @ughout the 510(k) review

4

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

SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

process. Furthermore, portions of the material in this #pplication may be trade secret
or confidential commercial or financial information wi;thin the meaning of 21 C.F.R.

§ 20.61 and therefore not subject to disclosure under the Freedom of Information Act,
even after the existence of the application becomes puPlic. Additionally, any claim of
substantial equivalence is made exclusively in the contlext of the Food, Drug and
Cosmetic Act and should not be interpreted in any othér regard. In accordance with

http://www.fda.gov/MedicalDevices/DeviceRegglatioqandGuidance/HowtoMarketYo
urDevice/PremarketSubmissions/ucm134508.html, an jelectronic copy is being

provided with this submission and it is an exact duplicgte of the original paper
submission.

We trust that the information provided in the attached 510(k) notice is
sufficient for FDA to find the DPIS 2000 System!substantially equivalent to its

Predicate Devices.

Any questions or correspondence regarding this submission should be directed
to: ‘

|
Daniel Donovan |
Sr., Dir., Operations, SurgiQuest, Inc.
12 Cascade Blvd. — Suite 2B
Orange, CT 06477
Phone: (203) 799-2400 Ext, 202
Fax: (203) 799-2401 ‘
E-mail: ddonovan@surgiquest.com. |

We thank the Agency for its review of this submission.

Sincerely,

Kourosh Azarbarzin

Founder & C.E.O., SurgiQuest, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

SURGIQUEST, INC.

SurgiQuest AirSeal® Optical Trocar & Cannula System
with integrated Insufflator DPIS 2000

510(k) Premarket Notification
Traditional

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

1. Medical Device User Fee Cover Sheet

Please refer to the attached Medical Device User Fee Cover Sheet.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FOD AND DRUG ADMINISTRATION. - PAYMENT IDENTIFICATION NUMEER:
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on .
A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or

courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:/mwww.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Daniel Donovon

2.1 E-MAIL ADDRESS
SURGIQUEST INCORPORATED

12 Cascade Bivd, Suite 2B ddonovan@surgiquest.com
Orange CT 06477 2.2 TELEPHONE NUMBER (include Area code)
us 203-7992400 202

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
8848 203-7992401

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http://Awww.fda.gov/oc/mdufma

Select an application type: 3.1 Select a center
[X] Premarket notification(510(k)); except for third party [X] CDRH
[1513(g) Request for Information [1CBER

[ ] Biologics License Application (BLA)
[ ] Premarket Approval Application (PMA) [X] Original Application

[1 Modular PMA Supplement Types:
[ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)

[ ] Premarket Report (PMR) []1 Panel Track (PMA, PMR, PDP)
[ ] Annual Fee for Periodic Reporting (APR) []1 Real-Time (PMA, PMR, PDP)

[1 30-Day Notice (1 180-day (PMA, PMR, PDP)

3.2 Select one of the types below

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[X] YES, | meet the small business criteria and have submitted the required NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number: SBD118252

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[1NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http:/Amww fda.gov/cdrh/mdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE

APPLICABLE EXCEPTION.
[ 1 This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

[]This biologics application Is submitied under section 351 of the Pubic L1 The application is submitied by a state of federal

: i ice that is not to be distributed
Health Service Act for a product licensed for further manufacturing use only gg;‘enr:;r:l;::‘: ntity for a device

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN il
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES [X] NO
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION =
/19-Nov-2010
Form FDA 3601 (01/2007) < o ;

"Close Window" Print Cover sheet

n/1q[ e

ions? - _796-
Questions? Contact FDA/CDRH/OCE/DID at %%I?gHItFe?Illg /3;3;?3 {)Vgrﬁs oev___%gglje o%)628116i 1/19/2010

https://userfees.fda.gov/OA_HTML/mdufmaCSc
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2. CDRH Premarket Review Submission Cover Sheet

Please refer to the attached CDRH Premarket Review Submission Cover

Sheset.
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SECTION A
PMA
[[] original Submission
[] Premarket Report
[ Modular Submission
[:] Amendment

] Report

User Fee Payment ID Number

FDA Submission Document Number (if known)

PMA & HDE Supplement
D Regular (180 day)

[[] special

[] Panel Track (PMA Only)
[]30-day Supplement

[] 30-day Notice

TYPE OF SUBMISSION

PDP 510(k)
[[] original PDP ] original Submission:
[[] Notice of Completion X] Traditional
[[] Amendment to PDP [] special

Abbreviated (Complete
D section |, Page 5)

Meeting
[[] Pre-510(K) Meeting
[] Pre-IDE Meeting
[] Pre-PMA Meeting
[] Pre-PDP Meeting
[[] pay 100 Meeting

[[] Report Amendment

[] Report Amendment (] 135-day Supplement O] Ad.ditional Information [] Agreement Meeting
[] Licensing Agreement [] Real-time Review [] Third Party [[] Determination Meeting
Amendment to PMA & Other (specify):
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D Other
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[:] Original Submission [:] Original Submission D Original Submission [:] Original Submission E] 513(g)
[] Amendment [C] Amendment [[] Additional Information [] Additional Information [] other
D Supplement D Supplement (describe submission):
[ Report

SECTION B
Company / Institution Name

SurgiQuest Inc

Have you used or cited Standards in your submission?

Klyes [INo

SUBMITTER, APPLICANT OR SPONSOR

Establishment Registration Number (if known)
3006217371

(If Yes, please complete Section I, Page 5)

Division Name (if applicable)

Phone Number (including area code)

n/a (203) 799-2400 Ext. 202

Street Address FAX Number (including area code)
12 Cascade Blvd. - Suite 2B (203) 799-2401

City State / Province ZIP/Postal Code Country
Orange CcT 06477 USA

Contact Name

Daniel Donovan

Contact Title

Sr. Dir., Operations

SECTION C

Company / Institution Name

Contact E-mail Address

DDonovan@surgiquest.com

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
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FAX Number (including area code)
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Country

Contact Name

Contact Title

Contact E-mail Address
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[] Protocol - Other
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[ Final
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[ ] Deficient Investigator Report
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[[] Request Meeting
[[] Request Hearing
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SECTION D3

E] New Device

REASON FOR SUBMISSION - 510(k)
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[[] other Reason (specify):
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SECTION E

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1| GCJ o | HIF, GCIJ 3 4
] 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 Model Name Manufacturer
1| Ko71571 X SurgiQuest AirSeal Optical Trocar & Cannula 1| SurgiQuestine,
System
2| K083211 2| AirSeal Optical Trocar & Cannula System 2 | SurgiQuest, Inc
3| K092504 s gurnguest AirSeal Optical Trocar & Cannula & | Blewithout. T
ystem
4 | K063367 4 | 45L High Core Insufflator F114 4| W.OM. World of Medicine AG
5 5 5
6 6

6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

issue site marking system / marker, radiographic, implantable

| Trade or Proprietary or Model Name for This Device || Model Number

1| SugiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator DPIS 2000 1

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 9 10 1 12

Data Included in Submission

E Laboratory Testing |:| Animal Trials D Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

SECTION G

Product Code C.F.R. Section (if applicable) Device Class
HIF and GCJ 21 C.F.R. 884.1730 and 21 C.F.R. 876.1500 I:l Class | m Class Il
Classification Panel
[Jclassm [ ] Unclassified
Gastroenterology & Urology

Indications (from labeling)

The SurgiQuest AirSeal ® Optical Trocar & Cannula System with integrated Insufflator DPIS 2000 (the "DPIS 2000 System") is intended for use in diagnostic and/or
therapeutic endoscopic procedures to distend a cavity by filling it with gas, to establish and maintain a path of entry for endoscopic instruments and to evacuate surgical
smoke. It is indicated to facilitate the use of various laparoscopic instruments by filling the peritoneal cavity with gas to distend it, by creating and maintaining an air
sealed obstruction-free instrument path and by evacuating surgical smoke. The trocar of the DPIS 2000 System is indicated for use with or without visualization.

FORM FDA 3514 (3/08) Page 3 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[ FDA Document Number (if known)
Note: Submission of this information does not affect the need to submit a 2891 or
2891a Device Establishment Registration form.
SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
- Facility Establishment Identifier (FEI) Number r
K] original [X] Manufacturer [[] Contract Sterilizer
[JAadd [ Delete [] contract Manufacturer [ ] Repackager / Relabeler
Company / Institution Name EstablishmentwRiegilslration Number
SurgiQuest, Inc 3006217371
Division Name (if applicable) Phone Number (including area code)
n/a (203) 799-2400 Ext. 202
Street Address i FAX Numbér (including area code)
12 Cascade Blvd.-Suite 2B (203) 799-2401
City State / Province ZIP Code ['cbumry
Orange CT USA
Contact Name ~ [Contact Title Contact E-mail Address -
Daniel Donovan Sr. Dir,, Operations DDonovan(@surgiquest.com
Facility Establishment Identifier (FEI) Number -
Z] Original 4 =y @ Manufacturer L] Contract Sterilizer
[] Add [ pelete [] Contract Manufacturer || Repackager / Relabeler

— Facility Establishment Identifier (FEI) Number

[] Original i (FED [] Manufacturer [] contract sterilizer

[[]Add [ ] pelete [] contract Manufacturer [ ] Repackager / Relabeler

Company / Institution Name i Establishment Registration Number =

Division Name (if applicable) Phone Number (including area code)
[T, = o . 1
Street Address FAX Number (including area code)
| City = ' State / Province ZIP Code Country
| Contact Name N B Contact Title i . Contact E-mail Address

FORM FDA 3514 (3/08) |Add Continuation Page| Page 4 of 5 Pages
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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
‘ 1988; Amendment
1 International Medical Electrical Equipment - Part 1: General Requirements for 1, 1991-11, 10/31/2005
IEC 60601-1 Electrotechnical Safety Amendment 2,
Commission 1095,
Standards No. Standards Standards Title Version Date
Organization
2 International Medical Electrical Equipment - Part 1-2: General Requirements for Second Edition 09/09/2008
IEC60601-1-2 Electrotechnical Safety - Collateral Standard: Electromagnetic Compatibility - 2001
Commission Requirements and Tests
Standards No. Standards Standards Title Version Date
Organization
International
. 1SO 14971 Organisation for Medical Devices - Application of risk management to medical devices | 2007 09/12/2007
Standardization
Standards No. Standards Standards Title Version Date
Organization
4 Ftarnationdl Sleril?zation of health care products'- R_ﬂdialion - Pa_rt Iz 2006/(R) 2010 10/04/2010
ISO 11137-1 Organisation for Requirements for development, validation, and routine control of a
Standardization sterilization process for medical devices
Standards No. Standards Standards Title Version Date
Organization
5 |1s0111372 International Sterilization of health care products - Radiation - Part 2: Establishing | 09/08/2009
i Organisation for the sterilization dose
Standardization
Standards No. Standards Standards Title Version Date
Organization
6 International Sterilization of health care products - Radiation - Part 3: Guidance on
1SO 11137-3 Organisation for dosimetric aspects 2006/(R)2010 10/04/2010
Standardization
Standards No. Standards Standards Title Version Date
Organization
Association for the
7 AAMI-TIR27 Advancement of Sterilization of Healthcare Products: Radiation Sterilization -
i Medical Substantiantion of 25kGY as a Sterilization Dose - Method VD Max
Instrumentation

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:

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.

Department of Health and Human Services

Food and Drug Administration

Office of the Chief Information Officer (HFA-710)
5600 Fishers Lane

Rockville, Maryland 20857

FORM FDA 3514 (3/08)
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510(k) Premarket Notification

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET (Continued)

Standards No. | Standards Standards Title Version Date
Organization
Sterilization of health care
8. ISO 11135-1 International products —Ethylene Oxide 2007 05/05/2010
Organisation for | — Part 1: Requirements for
Standardization the development,
validation, and routine
control of a sterilization
process for medical devices
Standards No. | Standards Standards Title Version Date
Organization
Biological Evaluation of 2008 09/08/2009
9. ISO 10993-7 International Medical Devices - Part 7:
Organisation for | Ethylene Oxide
Standardization Sterilization Residuals
Standards No. | Standards Standards Title Version Date
Organization
10. | AAMITIR 28 | Association for Product adoption and 2001
the Advancement | process equivalency for
of Medical ethylene oxide sterilization
Instrumentation
Standards No. | Standards Standards Title Version Date
Organization
International Packaging for terminally
11. | ISO 11607-1 Organisation for | sterilized medical devices - 2009 09/09/2008
Standardization Part 1: Requirements for
materials, sterile barrier
systems and packaging
systems
Standards No. | Standards Standards Title Version Date
Organization
12. | ASTM-F1980- | ASTM Standard for Accelerated
02 International Aging of Sterile Medical
Devices
Standards No. | Standards Standards Title Version Date
Organization
6
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator

13. | ISO 10993-5 International Biological evaluation of 2009 05/05/2010
Organisation for | medical devices -- Part 5:
Standardization Tests for In Vitro
Cytotoxicity
Standards No. | Standards Standards Title Version Date
Organization ’
14. | ISO 10993-10 International Biological evaluation of 2002/Amd. | 05/05/2010
Organisation for | medical devices - Part 10: 1:2006(E)
Standardization Tests for irritation and
delayed-type
hypersensitivity
Standards No. | Standards Standards Title Version Date
Organization
15. | ISO 10993-12 International Biological evaluation of 2007 10/04/2010
Organisation for | medical devices -- Part 12:
Standardization Sample
preparation and reference
materials
Standards No. | Standards Standards Title Version Date
Organization
Graphical Symbols for use
16. | EN 980 European in the labeling of medical 2003
Standards devices
Organizations
Standards No. | Standards Standards Title Version Date
Organization
17. | ISO 7000 Graphic Symbols for use 2004
International on equipment
Standard
Organization
Standards No. | Standards Standards Title Version Date
Organization
18. | EN 60417 European Graphical Symbols for use
Standards in the labeling of medical
Organizations devices

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

3. 510(k) Cover Letter

Please refer to the attached 510(k) Cover Letter.

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

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

CONFIDENTIAL Date: December 10, 2010

Reference: 510(k) Notification (Traditional)

SurgiQuest AirSeal® Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000

To Whom It May Concern,

Please find enclosed one original and one electronic copy of a traditional
section 510(k) premarket notification for the SurgiQuest AirSeal® Optical Trocar &
Cannula System with integrated Insufflator DPIS 2000 (the “DPIS 2000 System”).
The DPIS 2000 System is intended for use in diagnostic and/or therapeutic
endoscopic procedures to distend a cavity by filling it with gas, to establish and
maintain a path of entry for endoscopic instruments and to evacuate surgical smoke.
It is indicated to facilitate the use of various laparoscopic instruments by filling the
peritoneal cavity with gas to distend it, by creating and maintaining a gas sealed
obstruction-free instrument path and by evacuating surgical smoke. The trocar of the
DPIS 2000 1s indicated for use with or without visualization.

The DPIS 2000 System is classified under 21 C.F.R. 884.1730 and 21 C.F.R.
876.1500 as a class II device. The product code for endoscopes and accessories is
GCJ and the product code for laparoscopic mnsufflators is HIF. The review panel for

the DPIS 2000 System 1s General & Plastic Surgery.

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

SurgilQuest.com
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

The DPIS 2000 System is a combination of two previously cleared products.
Specifically, the DPIS 2000 System incorporates into a single system the gas seal
technology of the SurgiQuest AirSeal Optical Trocar & Cannula System,
manufactured by SurgiQuest, Inc., that has been cleared by FDA on July 30, 2007
(k071571), on December 15, 2008 (k083211) and on November 11, 2009 (k092504)
(the “AirSeal Predicate Devices”), and the insufflation technology of the 45 L High
Flow Insufflator F114, manufactured by W.O.M. World of Medicine AG, that has
been cleared by FDA on May 23, 2006 (k063367) (the “Insufflator Predicate Device”
and, together with the AirSeal Predicate Devices, the “Predicate Devices”).

The DPIS 2000 System consists of the following major components: (1) the
trocar, (2) the cannula, (3) the filtered tube sets, and (4) a micro-processor controlled
insufflation, recirculation and filtration unit (the “DPIS 2000 Unit”). The cannula,
trocar and filtered tube sets are sterile, single-use products. The DPIS 2000 Unit is
active, non-sterile and reusable. The DPIS 2000 Unit is a microprocessor controlled
device that is designed to function in one of three (3) separate modes of operation: (a)
Insufflation Mode; (b) AirSeal Mode; or (¢c) Smoke Evacuation Mode.

In the Insufflation Mode, the DPIS 2000 System functions exclusively as a
traditional laparoscopic insufflator and is used with standard veress needles and/or
cannulae and the Insufflation Tube Set.

In the AirSeal Mode, the DPIS 2000 System functions as a traditional
laparoscopic insufflator in the initial insufflation phase and subsequently used with
the AirSeal Tube Set, Trocar and Cannula to create a “pressure barrier” or state of
equilibrium within the bore of the cannula tube. This pressure barrier, which is
created within the cannula using an uninterrupted flow of gas, allows the free passage
of various tools (graspers, clip appliers, etc.) into and out of the abdominal cavity
while at the same time maintaining insufflation pressures ( i.e. pneumoperitoneum)
within the abdomen.. [Note: the means of creating and maintaining this barrier has

been described previously in the 510(k)’s sighted above]

2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

In the Smoke Evacuation Mode, the DPIS 2000 System functions as a
traditional laparoscopic insufflator and is also used with the Smoke Evacuation Tube
Set and two traditional laparoscopic trocars to perform a smoke evacuation function.

In accordance with the guidance “Format for Traditional and Abbreviated
510(k)’s”, issued on August 12, 2005, please find below a table describing the design
and use of the DPIS System:

Question Yes No

Is the device intended for prescription use (21 CFR 801 X
Subpart D)?

Is the device intended for over-the-counter use (21 CFR 807 X
Subpart C)?

Does the device contain components derived from a tissue X
or other biologic source?

Is the device provided sterile? X

Yes, cannula, trocars and tube sets.

Is the device intended for single use? X

Yes, cannula, trocars and tube sets.

Is the device a reprocessed single use device?

If yes, does this device type require reprocessed validation
data?

Does the device contain a drug?

XX XX

Does the device contain a biologic?

Does the device use software? X

Yes, insufflation, recirculation and filtration unit.

Does the device include clinical information?

X | X

Is the device implanted?

As explained in more detail in the attached 510(k) notice, the DPIS 2000
System is a coincident placement of two previously cleared technologies into the
same enclosure subsystem and therefore substantially equivalent to the AirSeal
Predicate Device and to the Insufflator Predicate Device. Specifically, the proposed
device has the same intended use and the same indication for use as the Predicate

Devices. In addition, the DPIS 2000 System and the Predicate Devices use the same

3
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

or similar basic operating principles and incorporate the same or similar basic design
features. Additionally, the Optical Trocar, the Blunt Tip Trocar including fixation
device and the Cannula of the proposed device are identical in technology, design and
material to the trocars, fixation device and cannula of the AirSeal Predicate Device.
Furthermore, the AirSeal filtered Tube Set modules are substantially equivalent to the

tube sets used with the AirSeal Predicate Device. Efficiency testing and design

mprovements have alloved for [
I ch is desizned to preven

backflow of fluids into the DPIS200 unit. The Smoke Evacuation Tube Set is similar
in technology, design and material to the tube set cleared with the AirSeal Predicate
Devices. The Smoke Evacuation Tube Set is designed to deliver CO; for the creation
and maintenance of pneumoperitoneum and to evacuate and filter surgical smoke.

The fundamental technology of the DPIS 2000 System used to (a)create and
maintain pneumoperitoneum, (b)create and maintain a seal in the Cannula and (3) to
evacuate smoke, is substantially equivalent to the fundamental technology used by the
Predicate Device. The principle distinction between the subject device and the
Predicate Device is the amalgamation of the two technologies into one unified
system, the improvement to the combined device with regard to safety and alarm
features and improvements in terms of user interface and design for human factors.

In accordance with the Medical Device User Fee and Modernization Act of
2002, SurgiQuest, Inc. has submitted the application fee of $2,174 required of a
certified small business. A copy of the User Fee Cover Sheet is provided within the
premarket notification.

The Establishment Registration number for SurgiQuest, Inc. is 3006217371.
Small Business Decision Number is SBD118252.

Information regarding this device, its testing, composition, features,
manufacture, etc. has been kept confidential by SurgiQuest, Inc. Such information
has been made available only to SurgiQuest’s employees and consultants. We

request that such information remain confidential throughout the 510(k) review

4
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

process. Furthermore, portions of the material in this application may be trade secret
or confidential commercial or financial information within the meaning of 21 C.F.R.

§ 20.61 and therefore not subject to disclosure under the Freedom of Information Act,
even after the existence of the application becomes public. Additionally, any claim of
substantial equivalence is made exclusively in the context of the Food, Drug and
Cosmetic Act and should not be interpreted in any other regard. In accordance with

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYo

urDevice/PremarketSubmissions/ucm134508.html, an electronic copy is being
provided with this submission and it is an exact duplicate of the original paper
submission.

We trust that the information provided in the attached 510(k) notice is
sufficient for FDA to find the DPIS 2000 System substantially equivalent to its
Predicate Devices.

Any questions or correspondence regarding this submission should be directed

to:

Daniel Donovan

Sr. Dir., Operations, SurgiQuest, Inc.
12 Cascade Blvd. — Suite 2B
Orange, CT 06477

Phone: (203) 799-2400 Ext. 202
Fax: (203) 799-2401

E-mail: ddonovan@surgiquest.com.

We thank the Agency for its review of this submission.

Sincerely,

Kourosh Azarbarzin

e e

----------------------------------------- Founder & C.E.O., SurgiQuest, Inc.

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

Please refer to the attached Indications for Use Statement.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
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INDICATIONS FOR USE STATMENT

510(k) Number (if known):

Device Name: SurgiQuest AirSeal® Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000

Indications for Use:

The SurgiQuest AirSeal ® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic
and/or therapeutic endoscopic procedures to distend a cavity by filling it with gas, to
establish and maintain a path of entry for endoscopic instruments and to evacuate
surgical smoke. It is indicated to facilitate the use of various laparoscopic instruments
by filling the peritoneal cavity with gas to distend it, by creating and maintaining a
gas sealed obstruction-free instrument path and by evacuating surgical smoke. The

trocar of the DPIS 2000 System is indicated for use with or without visualization.

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 IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5. 510(k) Summary

As requested in 21 C.F.R. 807.87(h) please find attached a 510(k) Summary in
accordance with 21 C.F. R. 807.92.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

510(k) SUMMARY OF SAFETY & EFFECTIVENESS

Submitter: SurgiQuest, Inc.
12 Cascade Blvd. — Suite 2B
Orange, CT 06477

Contact Person: Daniel Donovan
Sr. Dir., Operations

Phone: (203) 799-2400 Ext. 202
Fax: (203) 799-2401
e-mail: ddonovan@surgiquest.com

Date Prepared: December 10, 2010

Trade Name: SurgiQuest AirSeal® Optical Trocar & Cannula System
with integrated Insufflator DPIS 2000
(Trade name subject to change)

Common Name: Disposable Endoscopic Trocar and Cannula;
Carbon Dioxide Insufflator for Laparascopy

Classification Name: Endoscope and accessories under 21 C.F.R. 876.1500;
Laparoscopic Insufflator under 21 C.F.R. 884.1730

Regulatory Class: II
Product Code: GCJ and HIF
Predicate Devices: SurgiQuest AirSeal Optical Trocar & Cannula System,

SurgiQuest, Inc., k071571

AirSeal Optical Trocar & Cannula System, SurgiQuest,
Inc., k083211

SurgiQuest AirSeal Optical Trocar & Cannula System
SurgiQuest, Inc., k092504

45L High Core Insufflator F114
W.O.M. World of Medicine AG, k063367
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Device Description: The SurgiQuest AirSeal® Optical Trocar & Cannula
System with integrated Insufflator DPIS 2000 (the “DPIS
2000 System”) consists of the following major
components: (1) a trocar, (2) a cannula, (3) tube sets, and
(4) a micro-processor controlled insufflation, recirculation
and filtration unit (the “DPIS 2000 Unit”). The cannula,
trocar and tube sets are sterile, single-use products. The
DPIS 2000 Unit is non-sterile and reusable.

The DPIS 2000 Unit is designed to function in one of three
(3) separate modes of operation: (a) Insufflation Mode; (b)
AirSeal Mode; or (¢) Smoke Evacuation Mode.

Intended Use: The DPIS 2000 System is intended for use in diagnostic
and/or therapeutic endoscopic procedures to distend a
cavity by filling it with gas, to establish and maintain a
path of entry for endoscopic instruments and to evacuate
surgical smoke. It is indicated to facilitate the use of
various laparoscopic instruments by filling the peritoneal
cavity with gas to distend it, by creating and maintaining a
gas sealed obstruction-free instrument path and by
evacuating surgical smoke. The trocar of the DPIS 2000
System is indicated for use with or without visualization.

Substantial The DPIS 2000 System is substantially equivalent to the

Equivalence: AirSeal Predicate Device (k071571, k083211, k092504)
and to the Insufflation Predicate Device (k063367).
Specifically, the proposed device has the same intended
use and the same indication for use as the Predicate
Devices. In addition, the DPIS 2000 System and the
Predicate Devices use the same or similar basic operating
principles and incorporate the same or similar basic design
features. Finally, biocompatibility, sterility, packaging and
bench testing demonstrate the safety and effectiveness of
the proposed device.

Bench test results demonstrate that the DPIS 2000 System
is safe and effective in creating and maintaining
pneumoperitoneum in all three modes.

The DPIS 2000 Unit has been developed in accordance
with 21 CFR 820, ISO 13485:2003 & ISO 14971:2007
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and will be tested in accordance with IEC 60601-1,
General Requirements for Medical Electrical Equipment -
Part 1: General Requirements for Safety and IEC60601-1-
2, Medical Electrical Equipment - Part 1-2: General
Requirements for Safety - Collateral Standard:
Electromagnetic Compatibility - Requirements and Tests.

Gamma sterility validation has been performed (and will
be in the case of the Smoke Evacuation Tube Set) in
accordance with ISO 11137 Sterilization of health care
products — Radiation, Part 1 — Part 3 and AAMI TIR 27,
Sterilization of  Healthcare  Products:  Radiation
Sterilization - Substantiation of 25kGY as a Sterilization
Dose - Method VD Max. ETO sterility validation has
been performed ISO 11135-1, Sterilization of health care
products —Ethylene Oxide — Part 1: Requirements for the
development, validation, and routine control of a
sterilization process for medical devices; and ISO 10993-7,
Biological Evaluation of Medical Devices — Part 7:
Ethylene Oxide sterilization residuals. Residual ethylene
oxide (EO) and ethylene chlorohydrin (ECH) data shows
that the limit of EO <5 mg/ 10 days and ECH <5 mg/ 10
days that remain on the tube set will not be exceeded.

A sterility assurance level (SAL) is < 10 achieved. The
foregoing sterility validation testing will be performed on
the Smoke Evacuation Tube Set.

Package and product integrity were tested in accordance
with ISO11607-1, Packaging for Terminally Sterilized
Medical Devices and ASTM-F-1980-02, Standard for
Accelerated Aging of Sterile Medical Device Packages.
ISO 11137 -2, Sterilization of health care products --
Radiation -- Part 2: Establishing the sterilization dose.

Finally, biocompatibility testing has been performed on the
cannula, the optical trocar, the blunt tipped trocar
including fixation device and the AirSeal® Tube Set (and
will be in the case of the Smoke Evacuation Tube Set) in
accordance with ISO 10993-5, Biological Evaluation of
Medical Devices — Part 5: Tests for InVitro Cytotoxicity;
ISO 10993-10, Biological Evaluation of Medical Devices
— Part 10: Tests for Irritation and Delayed Type
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Hypersensitivity,; and ISO 10993-5:2009, Biological
Evaluation of Medical Devices — Part 12: Sample
Preparation and Reference Material. ]
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6. Truthful and Accurate Statement

In accordance with 21 C.F.R. 807.87(k) please find attached a Truthful and

Accurate Statement.
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(k)]

I certify that, in my capacity as Founder and C.E.O. of SurgiQuest, 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 material fact has been omitted.

Ty

(Signature)

Kourosh Azarbarzin
(Typed Name)

/Q 1% - Qol®
(Date)
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7. Class 111 Summary and Certification

This section does not apply.
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8. Financial Certification or Disclosure Statement

This section does not apply.
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9. Declaration of Conformity and Summary Reports

This section does not apply.
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10. Executive Summary

Please refer to the attached Executive Summary including:

e adescription of the proposed device, including the indications for use

and technology;

e adevice comparison table and a substantial equivalence discussion;
and

e asummary of the performance testing included in this submission.
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10. Executive Summary

Please find below a description of the SurgiQuest AirSeal® Optical Trocar &
Cannula System with integrated Insufflator DPIS 2000 (the “DPIS 2000 System”).
The device description consists of a statement of the proposed device’s intended use
and indication for use and a description of the technological characteristics of the
DPIS 2000 System. In addition, set forth below is a comparison table comparing the

DPIS 2000 System with its predicate devices and a substantial equivalence

discussion.
A. Device Description
1. Intended Use / Indication for Use

The DPIS 2000 System is intended for use in diagnostic and/or therapeutic
endoscopic procedures to distend a cavity by filling it with gas, to establish and
maintain a path of entry for endoscopic instruments and to evacuate surgical smoke.
It 1s indicated to facilitate the use of various laparoscopic instruments by filling the
peritoneal cavity with gas to distend it, by creating and maintaining a gas sealed
obstruction-free instrument path and by evacuating surgical smoke. The trocar of the

DPIS 2000 System is indicated for use with or without visualization.

2. Technological Characteristics

The DPIS 2000 System is a combination of two previously cleared products.
Specifically, the DPIS 2000 System incorporates into a single system the gas seal
technology of the SurgiQuest AirSeal Optical Trocar & Cannula System,
manufactured by SurgiQuest, Inc., that has been cleared by FDA on July 30, 2007
(k071571), on December 15, 2008 (k083211) and on November 11, 2009 (k092504)
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(collectively, the “AirSeal Predicate Devices”) and the insufflation technology of the
45 L High Flow Insufflator F114, manufactured by W.0.M. World of Medicine AG,
that has been cleared by FDA on May 23, 2006 (k063367) (the “Insufflator Predicate
Device” and, together with the AirSeal Predicate Devices, the “Predicate Devices”).

The DPIS 2000 System is a microprocessor controlled device that is designed
to function in one of three (3) separate modes of operation: (a) Insufflation Mode; (b)
AirSeal Mode; or (c) Smoke Evacuation Mode. In the Insufflation Mode, the DPIS
2000 System functions exclusively as a traditional laparoscopic insufflator and is
used with standard veress needles and/or cannulae and the Insufflation Tube Set. In
the AirSeal Mode, the DPIS 2000 System functions as a traditional laparoscopic
insufflator in the initial insufflation phase and subsequently used with the AirSeal
Tube Set, Trocar and Cannula to create a “pressure barrier” or state of equilibrium
within the bore of the cannula tube. This pressure barrier, which is created within the
cannula using an uninterrupted flow of gas, allows the free passage of various tools
(scopes, graspers, clip appliers, etc.) into and out of the abdominal cavity while at the
same time maintaining insufflation pressure (i.e. pneumoperitoneum) within the
abdomen. In the Smoke Evacuation Mode, the DPIS 2000 System functions as a
traditional laparoscopic insufflator and is also used with the Smoke Evacuation
Filtered Tube Set and two traditional laparoscopic trocars to filter and evacuate
surgical smoke from the abdomen.

The DPIS 2000 System consists of the following major components: (1) a
trocar, (2) a cannula, (3) tube sets, and (4) a micro-processor controlled insufflation,
recirculation and filtration unit (the “DPIS 2000 Unit”). The cannula, trocar and tube
sets are sterile, single-use products. The DPIS 2000 Unit is non-sterile and reusable.

As with the predicate AirSeal device, the DPIS 2000 System will be available
with an optical trocar (the “Optical Trocar”) and a “blunt tipped” trocar (the “Blunt
Tip Trocar”), each for use in the AirSeal Mode only. After insertion of the Optical
Trocar or Blunt Tip Trocar (collectively, the “Trocars”) into the Cannula (defined

below), the device is inserted into the abdomen. The Blunt Tip Trocar can be used
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with or without an accessory device to secure the Cannula or entry port in place once
entry has been achieved.

The Cannula serves as a port of entry for instruments during laparoscopic
surgery. A manifold located on the proximal portion of the Cannula is used for
attaching the AirSeal Tube Set (described below) for insufflation, creation of the gas
seal and smoke evacuation. The manifold incorporates three fluid pathway channels
which correspond to the three lumens of the AirSeal Tube Set described below, e.g.,
insufflation supply (which is guided directly into the abdomen for insufflation and
pressure measurement), and a supply lumen and a return lumen for establishment and
maintenance of the “pressure barrier. The SurgiQuest AirSeal incorporates a gas seal
technology. As a result, the AirSeal®does not depend upon rubber mechanical seals
employed in existing trocars & cannulae to maintain abdominal pressure. The seal is
created by achieving a state of equilibrium within the bore of the cannula tube. The
same COz2 that is used to insufflate the patient is channeled through small orifices in
the proximal portion of the cannula. The COz, being directed longitudinally into the
cannula bore, collides and mixes with the mass of CO2 gas attempting to escape from
the abdomen as a result of peritoneal pressure behind it. At this point, the downward
flows creates a pressure barrier against the CO, attempting to escape from the
abdomen. This gas is returned to the DPIS 2000 Unit and is filtered before reentering
the internal AirSeal circulation line of the DPIS 2000 Unit. The filtered gas is then
circulated to the Cannula. This circulation of gas to and from the Cannula, which is
accomplished within the DPIS 2000 Unit, results in the “pressure barrier” described
above. As a result of the “pressure barrier”, there is minimal loss of CO, during the
insertion and removal of medical instruments through the cannula. A constant low
flow of CO; _ is delivered to the abdomen through the
insufflation lumen to assure a stable pneumoperitoneum during the operation of the
DPIS 2000 System in the AirSeal Mode.

The DPIS 2000 System will be available with the following single use, sterile
tube sets: (i) SurgiQuest AirSeal® Tube Set (the “AirSeal Tube Set”) with attached
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SurgiQuest Veress Needle Adapter Tube Set (the “Veress Needle Tube Set™); (ii)
SugiQuest Smoke Evacuation Tube Set (the “Smoke Evacuation Tube Set”); and (iii)
SurgiQuest Standard Insufflation Tube Set (the “Insufflation Tube Set”).

The AirSeal Tube Set with attached Veress Needle Tube Set is used in the
AirSeal Mode only and is a single length of tri-lumen tubing that is used to connect
the Cannula to the DPIS 2000 Unit, and incorporates a housing that contains three
filters that are used to filter gas being delivered to and from the DPIS 2000 Unit.
The AirSeal Tube Set incorporates three lumen: (a) a first filtered lumen (the
“Supply Lumen”) for supplying CO; to the Cannula for the purpose of creating the
“pressure barrier”; (b) a second filtered lumen (the “Return Lumen”) for returning
CO; to the DPIS 2000 Unit for the purpose of creating the “pressure barrier”; and (c)
a third filtered lumen (the “Insufflation Lumen”) for introducing CO, into the
abdomen and for sensing and regulating abdominal pressure. The Veress Needle
Tube Set is a single lumen tube that is connected to the distal end of the AirSeal Tube
Set. The Veress Needle Tube Set is to be connected to a veress needle or a traditional
trocar when a veress needle or traditional trocar is wused to achieve
pneumoperitoneum. This filtered tube set is used with the existing cleared AirSeal
device and has a history of safe use.

The Smoke Evacuation Tube Set is used only in the Smoke Evacuation Mode
and consists of paratube and is used to connect two standard commercially available
cannulae to the DPIS 2000 Unit. The Smoke Evacuation Tube Set incorporates a
housing that contains two filters that are used to filter gas being delivered to and from
the DPIS 2000 Unit. The Smoke Evacuation Tube Set is a paratube consisting of: (a)
a clear filtered lumen to be connected to the first cannula for supplying CO, to the
abdomen; and (b) a blue filtered lumen to be attached to a second cannula for
returning CO, from the abdomen to the DPIS 2000 Unit and for sensing CO,
pressure. This method of recirculation and filtration of surgical smoke is well known

and has a history of safe use in the state of the art.
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The Insufflation Tube Set is used only in the Insufflation Mode and is a single
lumen tube that is used to connect the DPIS 2000 Unit to a veress needle or a
standard trocar when a veress needle or standard trocar is used to achieve and
maintain pneumoperitoneum. The Insufflation Tube Set incorporates a filter that is
used to filter gas being delivered from the DPIS 2000 Unit to the abdomen.
Insufflation tubing has a long history of safe use in the state of the art.

The DPIS 2000 Unit is a microprocessor controlled device that consists of the

following major componens: N

The DPIS 2000 Unit offers three insufflation flow levels. Using the user
menu, the user may set the maximum flow rate in each of these three levels.
Maximum flow setting is 40 I/min. The set flow level and the actual flow value are
shown on the touch screen display during the surgical procedure. The flow
measurement of the DPIS 2000 Unit is performed by a “differential pressure
measurement”, which calculates the flow by measuring the pressure in front of and
behind a known resistance.

The DPIS 2000 Unit allows pressure settings in the range of 1 mmHg to 20
mmHg and is designed with a safety threshold at 15 mmHg that requires positive
action on the part of the user if a pressure setting above 15 mmHg is desired. Both the

set pressure value and the actual pressure value are shown on the touch screen display

during the surgical procecire. |
_ In addition, and in accordance with “Hysteroscopic

And Laparoscopic Insufflators: Submission Guidance For A 510(K)”, the DPIS 2000
Unit is designed with an automatic venting system that is activated to reduce the

actual pressure if an overpressure is detected. If the venting valve is unable to reduce
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the overpressure to the set pressure level, a visual and continuous acoustic warning is
activated. Finally, the DPIS 2000 Unit is designed with the following safety
threshold: if the intra-abdominal pressure reaches or exceeds the safety threshold of
30 mmHg, the warning “Overpressure” is shown on the touch screen display and a

continuous audible alarm is activated and insufflation is stopped.

The DPIS 2000 Unit is designed witHi NG

-In addition, the DPIS 2000 Unit is designed with a gas sensor within the internal
circulation line. The gas sensor monitors the concentration of CO, in the gas that is
returned from the Cannula to the DPIS 2000 Unit while working in the AirSeal Mode.
If the CO; level drop_ then a visual and acoustic warning is
activated and the set abdominal pressure of the DPIS 2000 Unit is automatically
reduced to 12 mmHg and the flow of CO, delivered to the abdomen through the

isufflaton lumen s increascd. |GG
_. If the leak is not resolved within this time,

the insufflation stops.

The DPIS 2000 Unit is also designed with a - sensor, located in the filter
socket of the DPIS 2000 Unit, for the AirSeal Tube Set and Smoke Evacuation Tube
Set (also referred to as the filter receptacle). In the event of unintended or accidental
ingress of fluid into the filter housing, the unit is equipped with - sensor which
monitors the fluid level in the filter housing while working in the AirSeal Mode or the
Smoke Evacuation Mode. If ingress of fluid into the filter housing is detected, visual
and acoustic warnings are activated. Thereafter, the user is advised to change the
tube set and, if the tube set is not replaced, the respective mode shuts down.

When working in the Smoke Evacuation Mode, the user can select between a

low flow evacuation level _ and a high flow evacuation level
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3. Device Comparison Table

Please find below a comparison table comparing the DPIS 2000 System to the

AirSeal Predicate Devices and to the Insufflation Predicate Device.
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DPIS 2000 Control Unit
SurgiQuest
AirSeal® Optical
Trocar & Cannula SurgiQuest
System with AirSeal®
Integrated k071571,
Insufflator (DPIS k083211,
SE Characteristics 2000) k092504) Comments
The intended use for these devices is abdominal and thoracic access in
Intended Use Same or SE Same or SE order to perform minimally invasive surgery.

Indications for Use

Target Population
Anatomical Sites

Where Used ( Hospital., clinic,
etc)

Energy Used and/or Delivered

Human Factors

Design

Same or SE

Same or SE
Same or SE

Same or SE

Same or SE

Same or SE

Same or SE

Same or SE

Same or SE
Same or SE

Same or SE

Same or SE

Same or SE

Same or SE
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It is indicated to facilitate the use of various laparoscopic instruments
by filling the peritoneal cavity with gas to distend it, by creating and
maintaining a gas sealed obstruction-free instrument path and by
evacuating surgical smoke.

Candidates for minimally invasive surgical procedures in the
abdominal and thoracic regions.

The intended use for these devices is abdominal and thoracic access.

All the devices are intended for use in Hospitals and Surgical Centers.

The DPIS2000 is an active capital medical device. The DPIS2000
system will be tested in accordance with IEC 60601-1, Safety &
60601-1-2, Electromechanical Compatibility.

Design for Human factors are mandated in the design of medical
devices including access ports.

The DPIS2000 System access ports are comprised of the same
modules, i.e. an insufflator & recirculation pump, a cannula, an
obturator and an endoscope, if the device is to be used under
visualization.

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

Trocar & Cannula SurgiQuest
System with AirSeal®
Integrated (k071571,
Insufflator (DPIS k083211,
SE Characteristics 2000) k092504) Comments
The SurgiQuest device is designed in accordance with CFR Part 820
and ISO 13485: 2003. The product information and labeling associated
with the predicate devices indicates the same is true for them. A
Standards Met Same or SE Same or SE complete list of Standards is included in this filing.
The SurgiQuest DPIS2000 device is manufactured in accordance with
the Standards in an ISO 13485 certified facility. These materials have a
demonstrable history of safe use in the field. The DPIS2000 system
will be tested in accordance with IEC 60601-1, Safety & 60601-1-2,
Materials Same or SE Same or SE Electromechanical Compatibility.
The materials used in the manufacture of the device are well
characterized in state of the art. The disposable patient contact devices
are tested in accordance with ISO 10993 and included in a separate
Biocompatibility Same or SE Same or SE table.
Risk Analysis is performed in accordance with ISO14971:2000. There
is no risk connected with environmental conditions, physical features,
Compatibility with the reciprocal interference or maintenance. The devices are non-active,
Environment Same or SE Same or SE single use and disposable.

Compatibility with Other Devices | Same or SE

Electrical Safety

Same or SE

Same or SE

Same or SE

9

The DPIS2000 system will be tested in accordance with IEC 60601-1,
Safety & 60601-2, Electromechanical Compatibility. The inner
diameter of the device dictates the range of instrumentation sizes that
can be introduced through the port. Software validation is performed in
accordance with the Standards.

The DPIS2000 system will be tested in accordance with IEC 60601-1,
Safety & 60601-1-2, Electromechanical Compatibility.
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SurgiQuest
AirSeal® Optical
Trocar & Cannula SurgiQuest
System with AirSeal®
Integrated (k071571,
Insufflator (DPIS k083211,
SE Characteristics 2000) k092504) Comments
These devices are substantially similar in method of deployment and
Mechanical Safety Same or SE Same or SE operation.
There are no chemicals or medicinal products introduced with the use
Chemical Safety Same or SE Same or SE of this device.
The DPIS2000 system will be tested in accordance with IEC 60601-1,
Thermal Safety Same or SE Same or SE Safety & 60601-1-2, Electromechanical Compatibility.
There is no risk of intended or unintended radiation emission with the
Radiation safety Same or SE Same or SE devices.
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DPIS 200 Disposable Modules (Trocar, Cannula & Tube Sets)

SurgiQuest
AirSeal®
(k071571,
SurgiQuest k083211,
SE Characteristics AirSeal® k092504) Comments
The intended use for these devices is abdominal and thoracic access in order to perform
Intended Use Same or SE | Same or SE | minimally invasive surgery
These devices have applications in abdominal and thoracic minimally invasive surgical
Indications for Use Same or SE | Same or SE | procedures to establish a port of entry for endoscopic instruments
Candidates for minimally invasive surgical procedures in the abdominal and thoracic
Target Population Same or SE | Same or SE | regions
Anatomical Sites Same or SE | Same or SE | The intended use for these devices is abdominal and thoracic access
Where Used (
Hospital, clinic, etc) Same or SE | Same or SE | All the devices are intended for use in Hospitals and Surgical Centers
There is no energy source associated with the use of these devices (i.e., radiofrequency
Energy Used and/or (RF), sonic vibration, CO2 laser). There is no electrical risk or risk associated with noise
Delivered Same or SE | Same or SE | or vibration.
Design for Human factors are mandated in the design of medical devices including access
Human Factors Same or SE | Same or SE | ports.
The access ports are comprised of the same modules, i.e. a cannula, an obturator and an
endoscope, if the device is to be used under visualization. The devices are designed in
Design Same or SE | Same or SE [ accordance with CFR Part 820 & ISO 13485:2003
The SurgiQuest device is designed in accordance with ISO 13485:2003. The product
information and labeling associated with the predicate devices indicates the same is true
Standards Met Same or SE | Same or SE | for them. A complete listing of Standards met is included in this filing.
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SurgiQuest
AirSeal®
k071571,
SurgiQuest k083211,
SE Characteristics AirSeal® k092504) Comments
The SurgiQuest device is manufactured from medical grade materials well characterized
in the state of the art. These materials have a demonstrable history of safe use in the field.
Materials Same or SE | Same or SE | The predicate devices appear to be fabricated from medical grade materials as well.
The materials used in the manufacture of the devices are well characterized in state of the
Biocompatibility Same or SE | Same or SE | art medical devices. The devices have been tested in accordance with ISO 10993
Risk Analysis is performed in accordance with ISO14971:2000. There is no risk
Compatibility with the connected with environmental conditions, physical features, reciprocal interference or
Environment Same or SE | Same or SE | maintenance. The devices are non-active, single use and disposable.
The DPIS 2000 system will be tested in accordance with IEC 60601-1, Safety & 60601-2,
Electromechanical Compatibility. The disposable modules can only be used with the
Compatibility with DPIS 2000 Unit. The inner diameter of the disposable device dictates the range of
Other Devices Same or SE | Same or SE | instrumentation sizes that can be introduced through the port.
Access ports are sterilized by one of two methods: Ethylene Oxide gas in accordance with
ISO11135:1994 or ISO 11137:2006 (AAMI TIR27:2001 VDMax Gamma Method).
Sterility Same or SE | Same or SE | These devices will be sterilized using Gamma radiation.
Electrical Safety Same or SE | Same or SE | All materials used in the fabrication of the devices are non-conductive
Mechanical Safety Same or SE | Same or SE | These devices are substantially similar in method of deployment and operation
Chemical Safety Same or SE | Same or SE | There are no chemicals or medicinal products introduced with the use of this device
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SurgiQuest
AirSeal®
(k071571,
SurgiQuest k083211,
SE Characteristics AirSeal® k092504) Comments
There is no introduction of an energy source to the devices. The devices are hand held.

Thermal Safety Same or SE | Same or SE | single use disposables.
Radiation safety Same or SE | Same or SE | There is no risk of intended or unintended radiation emission with the devices
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4. Substantial Equivalence Discussion

The DPIS 2000 System is substantially equivalent to the AirSeal Predicate
Devices (k071571, k083211, k092504) and to the Insufflation Predicate Device
(K063367). Specifically, the proposed device has the same intended use and
indication for use as the Predicate Devices. Furthermore, the DPIS 2000 System and
the Predicate Devices employ similar basic operating principles and incorporate
similar basic design. In some respects, the design of subsystems is identical.
Specifically, the Optical Trocar, the Blunt Tip Trocar including fixation device and
the Cannula of the proposed device are identical in technology, functional design and
material to the trocars, fixation device and cannula of the AirSeal Predicate Device.
The AirSeal Tube Set module is identical to the tube set used with the AirSeal

Predicate Devices in functional design. Testing and data collected on the predicate

performance has resoed in

Set 1s similar in technology, design and material to the tube set used with the AirSeal
Predicate Devices and the differences between the two devices are predominately in
that the Smoke Evacuation Filtered Tube Set 1s used for insufflation and to filter and
evacuate smoke. This tube set module 1s not employed in the AirSeal function and
therefore does not require the same mass of filtration media.

The fundamental fluid dynamic engineering technology of the DPIS 2000
System used to create and maintain the AirSeal pressure barrier and to perform the
smoke evacuation function is identical to the technology used in the Predicate
Devices. Moreover, many of the differences between the proposed device and the

Predicate Devices are related to the implementation of additional and enhanced safety

_ are checked during the initial self check;
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implementation 0_ maximum pressure setting is limited

to 20 mmHg; constant monitoring of CO; in the circulated gas while performing in
the AirSeal Mode; fluid level monitoring in the AirSeal Mode and Smoke Evacuation
Mode) or user convenience (e.g. LED touch screen; integration of the insufflation
technology, gas seal technology and smoke evacuation technology into a single
device as opposed to the use of AirSeal with an external standard insufflator;
incorporation of three separate modes (Standard Insufflation Mode, Smoke
Evacuation Mode and AirSeal Mode) in one system and availability of additional
instrument sizes). Dissimilarity between the predicate and the subject device are
improvements such as software controls and improved user interface and ergonomics.

Based on the same intended use and indication for use and the similiarities in
technolgy, design and materials, the DPIS 2000 System is substantially equivalent to
its predicate devices. The differences between the proposed device and the predicate
devices do not raise new questions of safety and effectiveness. In addition,
biocompatibility, sterility, packaging and bench testing demonstrate the safety and
effectiveness of the DPIS 2000 System.

5. Summary of Bench Testing

Bench Testing has been performed with the DPIS 2000 System in all three
different modes to challenge the ability of the system to safely and effectively create
and maintain pneumoperitoneum. The main test components consisted of a prototype
of the DPIS 2000 Unit, a standard insufflation tube, an AirSeal Tube Set, a Smoke
Evacuation Tube Set, several different laparoscopic instruments and a dummy (i.e.,
surgical manikin) with a volume of approximately 2200 ml when insufflated to 15

mmHg to simulate the volume-pressure behavior within an adult abdominal cavity.

Three system test cycles were performed_
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N T i

test objectives were to demonstrate that:
¢ in the Standard Insufflation Mode, set pressures of _
- will be reached and maintained without experiencing
significant overpressure situations (e.g. 1in accordance with
“Hysteroscopic And Laparoscopic Insufflators: Submission Guidance
For A 510(k)” the actual pressure does not exceed the set pressure by
more than 5 mmHg_ or significant pressure
loss that may result in the cavity collapsing.
¢ in the Smoke Evacuation Mode: (1) a set pressure of - will be
reached and maintained without experiencing significant overpressure
situations (e.g. in accordance with “Hysteroscopic And Laparoscopic
Insufflators: Submission Guidance For A 510(k)”actual pressure does
not exceed the set pressure by more than 5 mmHg _
or significant pressure loss that may result in the cavity
collapsing; and (i1) the smoke evacuation function does not have a
negative influence on maintaining the set peritoneal pressure.
¢ 1in the AirSeal Mode: (1) set pressures of _ will be
reached and maintained without experiencing significant overpressure
situations in accordance with “Hysteroscopic And Laparoscopic

Insufflators: Submission Guidance For A 510(k)” (e.g. actual pressure

does not exceed the set pressure by more than 5 mmHg_
- or significant pressure loss; and (i1) any possible pressure
loss caused by the insertion and removal of different laparoscopic
mnstruments or any artificially caused overpressure situation can be

compensated by the DPIS 2000 Unit.

15

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

The bench test results demonstrate that the DPIS 2000 System is safe and
effective with regards to creating and maintaining pneumoperitoneum. In all three
modes the set pressure was reached and maintained without the occurrence of
clinically significant overpressure or pressure loss situations. Specifically, the test
results demonstrate that the actual pressure did not exceed the set pressure by more
than 5 mmHg _ The test results also confirm
that while operating in the Smoke Evacuation Mode, the suction caused by the smoke
evacuation function was efficiently compensated and did not have a significant
influence on the maintenance of the set pressure. In addition, the test results
demonstrate that while working in the AirSeal Mode the insertion and removal of
instruments leads to only minimal pressure loss that was efficiently compensated by
the DPIS 2000 Unit. Finally, the test results demonstrate that when overpressure
conditions were deliberately caused for testing purposes, they were efficiently

compensated for while the system was operating in the AirSeal Mode.
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11. Device Description

Please find attached a description of the performance specifications and the
design requirements of the proposed device. In addition, please refer to images and

schematics of the DPIS 2000 System.
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11. Device Description

The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System™) is intended for use in diagnostic
and/or therapeutic endoscopic procedures to distend a cavity by filling it with gas, to
establish and maintain a path of entry for endoscopic instruments and to evacuate
surgical smoke. It is indicated to facilitate the use of various laparoscopic
instruments by filling the peritoneal cavity with gas to distend it, by creating and
maintaining a gas sealed, obstruction-free instrument path and by evacuating surgical
smoke. The trocar of the DPIS 2000 System is indicated for use with or without
visualization.

The DPIS 2000 System is a combination of two previously cleared products.
Specifically, the DPIS 2000 System incorporates into a single system the gas seal
technology of the SurgiQuest AirSeal Optical Trocar & Cannula System,
manufactured by SurgiQuest, Inc., that has been cleared by FDA on July 30, 2007
(k071571), on December 15, 2008 (k083211) and on November 11, 2009 (k092504),
(the “AirSeal Predicate Devices”) and the insufflation technology of the 45 L High
Flow Insufflator F114, manufactured by W.O.M. World of Medicine AG, that has
been cleared by FDA on May 23, 2006 (k063367), (the “Insufflator Predicate
Devices”). The DPIS 2000 System consists of the following major components: (1) a
trocar, (2) a cannula, (3) tube sets, and (4) an insufflation, recirculation and filtration
unit (the “DPIS 2000 Unit”). With the exception of the minor modifications
described below, the trocars, cannulae and tube sets are identical to the components

of the AirSeal Predicate Devices. Other than minor changes to the _

_the DPIS 2000 Unit has the same fundamental technological

characteristics as the AirSeal Predicate Device. Finally, but for the minor
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modifications described below, the msufflation technology of the DPIS 2000 System

1s 1dentical to the msufflation technology of the Insufflator Predicate Device.
1. Trocars

As with the currently cleared AirSeal technology, the DPIS 2000 System will
be available with an optical trocar (SurgiQuest AirSeal® Optical Trocar) and a “blunt
tipped” trocar (SurgiQuest AirSeal® Blunt Tip Trocar). The trocars are single use

devices that will be supplied sterile.

a) SurgiQuest AirSeal® Optical Trocar
(a) Surg P

Except for a _ and the availability of

additional sizes (see dimensions below), the SurgiQuest AirSeal® Optical Trocar (the
“Optical Trocar”) 1s 1dentical to the optical trocar available for use with the AirSeal
Predicate Devices and is used to create the entry through the abdominal wall. The
Optical Trocar will be available in three diameters (Smm, 12111111- and 1
three lengths (100mm, 120mm & 150mm). It is composed of a medical grade plastic
handle, stainless steel shaft and clear medical grade plastic tip. The handle is used for
gripping during insertion and withdrawal through the abdominal wall. The tip of the
Optical Trocar has an elliptical chisel shape to aid in penetration through tissue (see
illustration below). The tip of the Optical Trocar is transparent to allow for
visualization. The proximal portion of the Optical Trocar handle includes a port for
the insertion of an endoscope. The longitudinal portion of the handle and the mner
diameter of the Optical Trocar are hollow in order to facilitate axial transmission of

the endoscope for use during penetration through the abdominal wall. _
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Optical Trocar with Cannula

Tip of Optical Trocar

3

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

(b) SurgiQuest AirSeal® Blunt Tip Trocar

The SurgiQuest AirSeal® Blunt Tip Trocar (the “Blunt Tip Trocar”) is
identical to the “blunt tipped” trocar available for use with the AirSeal Predicate
Device k092504, and consists of a solid shaft made of medical grade plastic and a
rounded distal tip. The Blunt Tip Trocar will be available in three diameters (Smm,
12mm - and 100 mm in length. The Blunt Tip Trocar is designed to be
inserted into the abdomen after the surgeon has created an incision in the skin. The
Blunt Tip Trocar follows the incision or “cut-down” through the abdominal layers
until it is introduced into the peritoneum. This method is well characterized in the
field of laparoscopic surgery and is commonly referred to as the “blunt entry” or
“Hassan-style” entry and does not require visualization through a scope. The Blunt
Tip Trocar can be used with or without an accessory device to secure the cannula or
entry port in place once entry has been achieved. The fixation device, which is
identical to the fixation device available for use with the AirSeal Predicate Device
[k092504], is a threaded, cone shaped module made of medical grade plastic through
which sutures may be secured in order to stabilize the port during the surgical
procedure. The accessory also facilitates ease of axial movement and positional
adjustment of the cannula during the surgical procedure. Entry with the use of a
fixation device is well characterized in the clinical literature and has been widely

employed in state-of-the-art laparoscopic surgery.

4

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016
SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

Blunt Tip Trocar with Fixation Device

Fixation Device
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2. SurgiQuest AirSeal® Cannula

The SurgiQuest AirSeal® Cannula (the “Cannula™) is a single use, sterile
device that is identical to the cannula available for use with the AirSeal Predicate
Devices except for the availability of additional sizes (see dimensions below). The
Cannula is composed of medical grade _plastic and is non-
electroconductive. The Cannula will be available in three diameters (Smm, 12mm'
- and in three lengths (100mm, 120mm & 150mm). It serves as a port of entry
for instruments during laparoscopic surgery. In order to deploy the Cannula, the
surgeon makes a small incision in the abdominal wall. After insertion of the Optical
Trocar or Blunt Tip Trocar (the “Trocars”) into the Cannula, the device is inserted
into the abdomen. The Trocar is then removed and the Cannula remains deployed as
a port of entry for introduction of various minimally invasive surgical devices. A port
on the top portion of the Cannula is used for attaching the AirSeal Tube Set
(described below) for insufflation, creation of the seal and smoke evacuation. The
manifold incorporates three discrete fluid pathways which correspond to the three
lumens of the AirSeal Tube Set described below, e.g., insufflation supply (which is
guided directly into the abdomen for insufflation and pressure measurement), and a
supply lumen and return lumen for establishment of the “CO, barrier”. Please refer to
the description of the AirSeal Tube Set and the description of the AirSeal Mode
below.

As with the AirSeal Predicate Devices, the DPIS 2000 System incorporates a
gas seal technology. As a result, the proposed device does not depend upon rubber
mechanical seals employed in existing trocars and cannulae to maintain abdominal
pressure. Instead, as with the AirSeal Predicate Devices, the seal is created by
achieving a state of equilibrium within the bore of the Cannula. The same CO, that is
used to insufflate the patient is channeled through small orifices in the proximal
portion of the Cannula. The CO,, being directed longitudinally into the Cannula bore

collides and mixes with the mass of CO; gas attempting to escape from the abdomen
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as a result of peritoneal pressure behind it. At this point, the upward and downward
flows create a “CO; barrier” or zone of pressure equilibrium. Here, CO; is being
recirculated and operative peritoneal pressure is being maintained at the level set by
the DPIS 2000 Unit. This method of creating and maintaining the “CO, barrier” is
identical to the method employed by the AirSeal Predicate Devices.

i I Pressure
Barrier

Intra-abdominal
CO, Pressure
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3. Tube Sets

The DPIS 2000 System will be available with the following single use, sterile

tube sets:
. SurgiQuest AirSeal® Tube Set (the “AiurSeal Tube Set”) with attached
SurgiQuest Veress Needle Adapter Tube Set (the "Veress Needle Tube
Set”)
. SurgiQuest Smoke Evacuation Tube Set (the “Smoke Evacuation Tube
Set”)

. SurgiQuest Standard Insufflation Tube Set (the “Insufflation Tube
Set”)

(a) AirSeal Tube Set with attached Veress Needle Tube Set

Wit the exception of [
_the AirSeal Tube Set with attached Veress

Needle Tube Set 1s identical to the tube sets for use with the AirSeal Predicate
Devices. The AirSeal Tube is a single length of tri-lumen tubing that i1s used to
connect the Cannula to the DPIS 2000 Unit, and incorporates a housing that contains
three filtration pathways that are used to filter CO, being delivered to and from the
DPIS 2000 Unit.

In addition, the housing is designed_ to monitor the fluid level in
the event of unintended ingress of condensation of bodily fluids (one for low fluid
level and one for high fluid level). The filter housing is made of medical grade

plastic and the AirSeal Tube and attached Veress Needle Tube set is
made of medical grade PVC. The AirSeal Tube Set with attached Veress Needle Tube
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Set 1s supplied sterile. The AirSeal Tube Set is approximately _ and

incorporates three lumens:

e a first filtered lumen (the “Supply Lumen”) for supplying CO; to the Cannula
for the purpose of creating the “CO; barrier”;

e a second filtered lumen (the “Return Lumen”) for returning CO, to the pump
for the purpose of completing the fluid circuit that creates the “CO, barrier”;
and

e a third filtered lumen (the “Insufflation Lumen”) for introducing CO, into the

abdomen and for sensing and regulating abdominal pressure.

All three lumens contain an in-line -ﬁlter that 1s identical to the filter

used in the tube sets available for use with the AirSeal Predicate Device except for

_. The AirSeal Tube Set 1s designed to deliver

and remove CO; from the abdomen and is filtered to <0.2p in accordance with FDA

-

Lumen and Insufflation Lumen each have an inner diameter of - and an outer
diameter of - The Supply Lumen has an inner diameter of - and an

I 1 - clivecd by fhe

Supply Lumen and the Insufflation Lumen is filtered before reaching the AirSeal

Cannula inlet ports. Both the distal and proximal ends of the tube set are designed
with fitment manifolds for secure attachment to the DPIS 2000 Unit and Cannula
respectively.

The Veress Needle Tube Set is a single lumen tube that 1s connected to the
distal end of the AirSeal Tube Set. The Veress Needle Tube Set is to be connected to
a veress needle or a traditional trocar when a veress needle or traditional trocar are
used to create pneumoperitoneum. The Veress Needle tube set is identical to the

predicate device.
9
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AirSeal Tube Set with Veress Needle Tube Set

(b) Smoke Evacuation Tube Set

The Smoke Evacuation Tube Set consists of a paratube which is used to
connect two standard commercially available cannulae to the DPIS 2000 Unit and
incorporates a filter housing that contains filtration media that is used to filter gas
being delivered to and from the DPIS 2000 Unit. Like the housing of the AirSeal
Tube Set, the housing of the Smoke Evacuation Tube Set is designed_

_ The filter housing is made of medical grade _

plastic and the Smoke Evacuation Tube Set is made of medical grade PVC. The
Smoke Evacuation Tube Set is approximately_ The tube set consists of

two lumens:
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e aclear filtered lumen to be connected to the first cannula for supplying CO; to
the abdomen and sensing peritoneal CO, pressure; and
e a blue filtered lumen to be attached to a second cannula for returning CO,

from the abdomen to the DPIS 2000 Unit.

The Smoke Evacuation Tube Set is designed to deliver and remove CO, from

the abdomen and is filtered to <0.2pu in accordance with FDA guidance -

I o th tvo fumens i NN

in diameter and allows for adequate supply and return to the DPIS 2000 Unit in order

to remove and filter smoke from the abdomen.

Smoke Evacuation Tube Set
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(c) Insufflation Tube Set

The Insufflation Tube Set is a single lumen tube and is used to connect the
DPIS 2000 Unit to a veress needle or a standard trocar when a veress needle or
standard trocar are used to achieve and maintain pneumoperitoneum. The
Insufflation Tube Set incorporates a filter that is used to filter gas being delivered
from the DPIS 2000 Unit to the abdomen. The Insufflation Tube Set is made of
medical grade PVC. The Insufflation Tube Set is approximatel_. The

insufflation tube set is identical to the predicate.

Insufflation Tube Set

4. DPIS 2000 Unit

The DPIS 2000 Unit is a microprocessor controlled device that is designed to
function in one of three (3) separate modes of operation: (a) Insufflation Mode; (b)

Smoke Evacuation Mode; or (c) AirSeal® Mode (the “AirSeal Mode™). The DPIS

2000 Unit consists of the following major components_
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I | s e ON/OFF

switch located on the front panel, the user turns the DPIS 2000 Unit on and off.
When the unit is turned on, an internal device test is automatically performed. If an
error is determined as a result of the internal device test, an acoustic alarm is activated
and an error code is shown on the touch screen display. After the internal device test
has been successfully performed, the user is guided by the touch screen display,
which indicates all steps necessary to prepare the device for proper operation. By
touching the START/STOP symbol on the front panel of unit, the insufflation process

starts or stops.

DPIS 2000 Unit
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Flow Pressure Gas

8 swoy |
Actual Actual
I/min 5 mmHg Volume 1.9, | RESET

Set Set Smoke Evacuation

| 5 |20]40| v EE] A

Initial Insufflation

| HOME | MEMU

] START | sTOP

The above depicted touch screen display shows all displays and keys

(a) Modes

i Insufflation Mode

The DPIS 2000 Unit functions exclusively as a traditional laparoscopic
insufflator in this mode of operation and is used with standard veress needles and/or
cannulae and the Insufflation Tube Set. The Insufflation Tube Set is connected to the
DPIS 2000 Unit using a standard tube connector located on the lower right side of the
DPIS 2000 Unit. The insufflation technological characteristics of the DPIS 2000
Unit, which are described below, are identical to technological characteristics of the

Insufflator Predicate Device

The DPIS 2000 Unit incorporates two pressure reduction stages.
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_ a proportional valve that governs pressure and

flow. In addition, an electrical safety valve is located behind the proportional valve
that automatically stops any further gas flow into the body cavity in case a
malfunction of the proportional valve is detected.

The DPIS 2000 Unit offers three insufflations flow modes. Controlling the
user menu, the user may set the maximum flow rate in each of these three levels as
follows: (i) level 1, up to 20 I/min.; (ii) level 2, up to 40 I/min.; and (iii) level 3, up to
40 I/min. The factory settings for each of these levels is 5 1/min. (level 1), 20 1/min.
(level 2); and 40 I/min. (level 3). After setting the standard flow rate for each level in
the user menu, the user must set the desired flow rate for each procedure by pressing
the corresponding flow level key (1 — 3) on the touch screen display. The user may
further adjust the desired flow rate during a procedure by pressing the flow up or flow
down arrows on the touch screen display. Insufflation level 1 is designed for use with
a veress needle at the beginning of the procedure to establish pneumoperitoneum.

Once the desired pressure has been achieved (described below), the DPIS 2000 Unit

automatically switches into flow level 3. _

I T i o

level and the actual flow value are shown on the touch screen display during the

operation.

The user can set the nominal pressure in the range of 1 mmHg to 20 mmHg by
pressing the pressure arrow symbols located on the touch screen display. If a
pressure setting of greater than 15 mmHg is desired, the pressure setting
automatically stops at 15 mmHg and a warning “Safety Limit” appears on the display.
The user my override this pressure warning by releasing the pressure up symbol,
waiting two (2) seconds, and then pressing the pressure up symbol again. The set
pressure value and the actual pressure value are shown on the touch screen display
during the operation. The DPIS 2000 Unit permits the user to program a set pressure

value within the range of 1 mmHg to 15 mmHg in the user menu, which will be

15

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator

DPIS 2000
510(k) Premarket Notification

automatically selected each time the unit is turned on.

The DPIS 2000 Unit is designed with a redundant pressure measurement feature to

control the intra-abdominal pressure. In case of a malfunction of one sensor, a
warning appears on the touch screen display, an audible warning is activated and the
insufflation stops immediately. If the pressure sensors detect an actual pressure of 3 -
5 mmHg above the set pressure for a period of 3 - 5 seconds, the venting valve
automatically opens to reduce the actual pressure. In the factory setting, the venting
valve is activated. If the venting valve is unable to reduce the overpressure back to
the set pressure within 5 seconds, the device stops the insufflation, the warning
“Overpressure/Venting System Active” is shown on the touch screen display and a
continuous audible alarm is activated. Furthermore, if the intra-abdominal pressure
exceeds or has reached the safety threshold of 30 mmHg, the warning “Overpressure”
is shown on the touch screen display and a continuous audible alarm is activated and

the insufflation is stopped.
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ii. AirSeal Mode

In this mode of operation the DPIS 2000 Unit functions as a traditional
laparoscopic insufflator during the initial insufflation phase to create
pneumoperitoneum and subsequently to create the identical pressure barrier of the Air
Seal Predicate Device. Specifically, in this functional mode, the DPIS 2000 Unit is
used with the AirSeal Tube Set, Trocars and Cannula described above. By connecting
the AirSeal Filtered Tube Set to the DPIS 2000 Unit and selecting AirSeal Mode on
the touch screen display, the DPIS2000 recognizes that the system is to be used in the
AirSeal Mode. If the AirSeal Mode is selected using the touch screen display -

R ' trc AiScal Mo, rathr than

delivering the CO, gas to the barbed gas port (i.e., "Christmas tree”) connector, for
the Insufflation Tube Set, the DPIS 2000 Unit directs the CO, gas to the insufflation
lumen of the AirSeal Filtered Tube Set, which is engaged with the DPIS 2000 Unit at
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the filter housing socket (also referred to as the filter receptacle). In this mode, the

means of delivering CO, through the Cannula and into the abdomen during the initial

msufflation phase to create pneumoperitoneum is identical to the means for supplying

the description of the Insufflation Mode above. The CO, is delivered to the patient
through a discrete filtered lumen in the AirSeal Tube Set, which is one of three
filtered lumens of the AirSeal Tube Set. In addition to the insufflation line, a supply
line and a return line are used to achieve and maintain a state of equilibrium within
the Cannula bore. Specifically, the gas supplied to the Cannula is directed through a
supply lumen in the AirSeal Tube Set and longitudinally into the Cannula bore. This
gas flow collides with the mass of the CO, gas attempting to escape from the
abdomen as a result of peritoneal pressure behind it. At this point, the downward
flow creates a pressure barrier against the CO, attempting to escape from the
abdomen. This gas is returned to the DPIS 2000 Unit over the return line (or lumen)
of the AiurSeal Tube Set, and is filtered before reentering the internal AirSeal
circulation line of the DPIS 2000 Unit. The filtered gas is then circulated to the
Cannula through the filtered supply lumen of the AirSeal Tube Set. This circulation
of gas to and from the Cannula, which is accomplished by a compressor (also referred
to as a pump) within the DPIS 2000 Unit, results in the “pressure barrier” described
above. As a result of the “pressure barrier”, there i1s minimal loss of CO, during the
msertion and removal of medical instruments through the Trocar. A constant low
flow of CO, _ 1s delivered to the abdomen through the
msufflation lumen to assure an optimal CO, level is maintained in the peritoneum
during the operation of the AiurSeal circuit. The operative peritoneal pressure is
regulated over the pressure barrier within the Cannula and said pressure regulatio

I 1 -1

governed by a proportional valve regulating the amount of gas coming from the

compressor and flowing to the Cannula over the supply line. _
18
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The strength

of the CO; barrier is in balance with the abdominal CO, pressure thus maintaining a

_ The wider the proportional valve opens, the more air is
circulated back to the pump; the tighter the proportional valve is closed, the more air
s dinected into the Cannul.
I 5 opcninz nd closing fhe

proportional valve, the CO; barrier can be set to retain pressure from up to 5 mmHg

to 30 mmHg. The maximum setting with the DPIS 2000 Unit is 20 mmHg.

A gas sensor within the internal circulation line within the DPIS 2000 Unit
monitors the level of CO, that is returned from the Cannula to the DPIS 2000 Unit. If
the CO, level drops for more than 30 seconds then a visual and acoustic warning is
activated and the set abdominal pressure of the DPIS 2000 Unit is automatically

reduced to 12 mmHg and the flow of CO, delivered to the abdomen through the

e —

_ If the leak is not resolved within this time,

the insufflation stops.

In the event of accidental or unintentional fluid ingress, the DPIS 2000 Unit is
also designed with - sensor, located in the filter socket of the DPIS 2000 Unit
(also referred to as the filter receptacle) that monitors the fluid level in the filter
housing of the AirSeal Tube Set. If the filter housing is filled with fluid up to either
the low or high fluid level, visual and acoustic warnings are activated. Thereafter, the

user 1s advised to change the tube set and the AirSeal Mode shuts down.
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iii. Smoke Evacuation Mode

In this mode of operation the DPIS 2000 Unit functions as a traditional
laparoscopic insufflator and also performs a smoke evacuation function. In this
mode, the DPIS 2000 Unit is used with the Smoke Evacuation Tube Set and two
traditional laparoscopic trocars. By connecting the Smoke Evacuation Tube Set to
the DPIS 2000 Unit and selecting Smoke Evacuation Mode on the touch screen

display, the DPIS 2000 employs mode recognition to enable system function in the

In the Smoke Evacuation Mode, rather than delivering the CO, gas to the

stand-alone (i.e., Christmas tree) connector for the Insufflation Tube Set (which is the
case in the Insufflation Mode), the DPIS 2000 Unit directs the CO, supply gas
through the filter housing to the clear insufflation lumen of the Smoke Evacuation
Tube Set. A second lumen (a blue lumen) is used to return the gas to the DPIS200 and

thus complete the smoke evacuation circuit. The supply of CO, gas to the insufflation
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cannula and into the abdomen i1s identical to the supply of gas to the abdomen in the
Insufflation Mode (including flow and pressure settings, pressure measurements,
alarms and other safety features, etc.). [Please refer to the description of the
Insufflation Mode above.] In the Smoke Evacuation Mode, the DPIS 2000 Unit
evacuates, filters and circulates any peritoneal smoke plume created as a result of the
use of electrocautery devices during the surgical procedure. A pressure and gas sensor
1s incorporated within the return line (also referred to as the suction line) of the DPIS
2000 Unit, and measures the pressure within the return line and also detects the CO,
within the return line. When a pressure of > 5 mmHg and a commensurate volume of
CO; 1s detected within the return line of the DPIS 2000 Unit, a compressor (also
referred to as pump) is activated to initiate smoke evacuation. The compressor
circulates the gas returning from the patient to the DPIS 2000 Unit within a
designated line within the DPIS 2000 Unit (see below pneumatic schematic). The
circulating gas within the internal circulation line creates an underpressure, which
then actively suctions gas from the patient to the DPIS 2000 Unit, effectively
removing any peritoneal smoke plume within the abdomen. The user can select

between a low evacuation level and a high evacuation level

_ when working in the Smoke Evacuation Mode.
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12.  Substantial Equivalence Discussion

Please find below a detailed comparison between the proposed device and the
predicate devices sufficient to demonstrate substantial equivalence of the devices in
terms of:

e indications for use;
e technology; and/or
e performance specifications, including any testing.

In addition, please find the 510(k) summaries and statement of the predicate

devices.

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

12. Substantial Equivalence Discussion

The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System”) is substantially equivalent to the
SurgiQuest AirSeal Optical Trocar & Cannula System, manufactured by SurgiQuest,
Inc., that has been cleared by FDA on July 30, 2007 (k071571), on December 15,
2008 (k083211) and on November 11, 2009 (k092504) (the “AirSeal Predicate
Devices”), and to the 45 L High Flow Insufflator F114, manufactured by W.0.M.
World of Medicine AG, that has been cleared by FDA on May 23, 2006 (k063367)
(the “Insufflator Predicate Device” and together with the AirSeal Predicate Devices,
the “Predicate Devices). The DPIS 2000 System is merely a combination of the

AirSeal Predicate Devices and the Insufflator Predicate Device.

1. Similarities and Differences in Intended Use and Indication for Use
between the DPIS 2000 System and Predicate Devices

The proposed device and the AirSeal Predicate Devices are all intended for
use in diagnostic and/or therapeutic endoscopic procedures to establish and maintain
a path of entry for endoscopic instruments. Both the proposed device and the AirSeal
Predicate Devices are indicated to facilitate the use of various laparoscopic
instruments by creating and maintaining a gas sealed obstruction-free instrument
path. In addition, like the AirSeal Predicate Device (k092504), the proposed device is
intended for use in diagnostic and/or therapeutic endoscopic procedures to evacuate
surgical smoke. Finally, like the Insufflation Predicate Device, the DPIS 2000
System is intended for use in diagnostic and/or therapeutic endoscopic procedures to
distend a cavity by filling it with gas and is indicated to facilitate the use of various

laparoscopic instruments by filling the peritoneal cavity with gas to distend it.

1
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Dissimilarity between the predicate and the subject device are improvements such as

software controls and improved user interface and ergonomics.

2. Similarities and Differences in Technology and Design between the
DPIS 2000 System and the AirSeal Predicate Devices

The DPIS 2000 System is substantially equivalent in fundamental technology,
functional design and material to its predicate devices. Both the proposed device and
the AirSeal Predicate Devices consist of the following major components: a trocar, a
cannula, tube sets, and a recirculation and filtration unit.

With the exception of minor design modifications and additions, the AirSeal®™
Optical Trocar (the “Optical Trocar”), the AirSeal® Blunt Tip Trocar (the “Blunt Tip
Trocar”) including fixation device and the AirSeal® Cannula (the “Cannula”) that are
available for use with the proposed device are substantially equivalent in technology,
design and material to the trocars, fixation device and cannula of the AirSeal
Predicate Devices

In addition, the AirSeal® filtered Tube Set with attached Veress Needle Tube
Set (the “AirSeal Tube Set”) that is supplied for use with DPIS 2000 System to

enable the use of the proposed device in the AirSeal Mode is identical to the tube sets

used with the AirSeal Predicate Devices except for _
_ The AirSeal® Smoke Evacuation Tube Set (the “Smoke

Evacuation Tube Set”), which is specifically designed for use of the DPIS 2000
System in the Smoke Evacuation Mode, is similar in technology, design and material
to the tube set used with the AirSeal Predicate Devices. The differences between the
Smoke Evacuation Tube Set and the tube set of the AirSeal Predicate Devices are
predominantly the result of the fact that the Smoke Evacuation Tube Set is not used to

create and maintain pneumoperitoneum and include:
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e The Smoke Evacuation Tube Set incorporates a paratube whereas the
tube Set of the AirSeal Predicate Device is designed with a three

lumen tubing;

e The fluid path of the filter housing that is used by the tube set of the
AirSeal Predicate Device as a “supply line” for creating the gas seal is
occluded in the Smoke Evacuation Tube Set;

e FEach lumen is assembled with a luer lock connector to facilitate the
attachment of standard commercially available cannulae. The tri-
lumen tube set for the subject device and the AirSeal Predicate Device
is equipped with a proprietary connector;

e Like the filter housing of the AirSeal Tube Set of the proposed device,
the filter housing of the Smoke Evacuation Tube Set is designed with

Furthermore, the above described components of the DPIS 2000 System, like
the components of the AirSeal Predicate Devices, are single use devices that will be
supplied sterile by means of gamma radiation. Finally, the packaging of the above
mentioned components of the DPIS 2000 System is identical to the packaging of the
AirSeal Predicate Device single use components.

Like the AirSeal Predicate Devices, the DPIS 2000 System incorporates a gas
seal technology and, as a result, does not depend upon rubber mechanical seals
employed in existing trocars and cannulae to maintain abdominal pressure. The
principal distinction of the AirSeal® Trocar & Cannula is the absence of a duckbill
type of mechanical seal to maintain pneumoperitoneum during the course of the

laparoscopic procedures. The seal is created by achieving a state of equilibrium
3
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within the bore of the cannula tube. This equilibrium or barrier, which is created
within the cannula using an uninterrupted flow of COz2, allows the free passage of
various tools (graspers, clip appliers, etc.) into and out of the abdominal cavity while
at the same time maintaining insufflation pressures within the abdomen. The method
that 1s used by the insufflation, recirculation and filtration unit of the DPIS 2000
System (the “DPIS 2000 Unit”) to create and maintain the “pressure barrier” is similar
to the method employed by the AirSeal Predicate Devices.

Like the recirculation and filtration unit of the AirSeal Predicate Devices (the
“DPS 1000 Unit”), the DPIS 2000 Unit creates a “pressure barrier” by circulating gas

to and from the Cannula, which is accomplished by _The

differences between the DPS 1000 and the DPIS 2000 Unit are the following:

e The DPIS 2000 Unit is a software controlled device whereas the DPS
1000 Unit is controlled pneumatically;

e The DPIS 2000 Unit 1s equipped with a LED touch screen;

e Unlike the DPS1000 Unit, the DPIS 2000 Unit performs an initial self
check and 1s suitable for operation after successfully passing the initial
self check;

e Unlike the DPS 1000 Unit, which uses an external standard insufflator
as a gas source to create and maintain the gas seal, the DPIS 2000 Unit
mncorporates the insufflation technology of the Insufflator Predicate
Device;

e Unlike the DPS 1000 Unit, which only operates in the AirSeal mode
that includes smoke evacuation as an ancillary and subordinate
function, the DPIS 2000 Unit integrates three distinct modes of
operation: a Standard Insufflation Mode, a separate Smoke Evacuation

Mode and an AirSeal® Mode:
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- R,
e The DPIS 2000 Unit 1s designed with a safety feature while in the
AirSeal Mode that constantly monitors the level of CO, that is
returned from the Cannula to the DPIS 2000 Unit. A wvisual and

acoustic warning is activated and the set abdominal pressure is

automatically reduced to 12 mmHg if the CO, level drops for more

tan 30 seconds.
— I

not resolved within this timeframe, the insufflation stops;

e The DPIS 2000 Unit is also designed with - sensor, located in
the filter socket of the DPIS 2000 Unit (also referred to as the filter
receptacles), that monitors the fluid level in the filter housing of the
AirSeal Tube Set in the event of unintended ingress of fluid. If the
filter housing 1s filled with fluid up to the low or high fluid level,
visual and acoustic warnings are activated. The user is instructed to

change the tube set and the AirSeal Mode finally shuts down.

3. Similarities and Differences in Technology and Design between the

DPIS 2000 System and the Insufflator Predicate Device

The insufflation technological characteristics of the DPIS 2000 Unit are
identical to technological characteristics of the Insufflator Predicate Device. Like the

Insufflator Predicate Device, the DPIS 2000 Unit is a microprocessor controlled

device that incorporates the following major components: _
_. Like the Insufflation Predicate Device, the DPIS 2000 Unit
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performs an initial self check and is only ready for operation after successfully
passing the initial self check.

The pressure relief and reduction concept of both the Insufflator Predicate

device and the DPIS 2000 Unit is identical. _

_In addition, both devices are equipped with a proportional
valve, |

governs the pressure and flow. Finally, both the Insufflation Predicate Device and the

proposed device are designed with an electrical safety valve, located behind the
proportional valve, which automatically stops further gas flow into the body cavity if
a malfunction of the proportional valve is detected.

The DPIS 2000 Unit, like the Insufflator Predicate Device allows for flow
settings in the range of 1 I/min to 40 1/min and both the set flow (the DPIS 2000 Unit
displays the set flow level) and the actual flow value are shown on the touch screen
display during the operation. The flow measurement of both the DPIS 2000 Unit and
the Insufflator Predicate Device is performed by a “differential pressure
measurement”, which calculates the flow by measuring the pressure in front of and
behind a known resistance.

In addition, both the DPIS 2000 Unit and the Insufflator Predicate Device,
allow for pressure settings in the range of 1 mmHg to 20 mmHg, but are designed
with a safety threshold at 15 mmHg that requires positive action on the part of the

user if a pressure setting above 15 mmHg is desired. Both the set pressure value and

the actual pressure value are shown on the touch screen display during the operation.

— Kk

case of a malfunction of one sensor, a visual and acoustic warning is activated and the
insufflation stops immediately. Both the Insufflator Predicate Device and the

proposed device are designed with an automatic venting system that is activated to

6
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_,{C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

NOV - b 2009

SuriQuest, Inc.

% Mr. Kourosh Azarbarzin
Founder and CEO

12 Cascade Boulevard, Suite 2B
Orange, Connecticut 06477

Re: K092504
Trade/Device Name: SurgiQuest AirSeal™ Optical Trocar & Cannula System
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: Class II
Product Code: GCJ
Dated: October 6, 2009
Received: October 16, 2009

Dear Mr. Azarbarzin:

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.

If your device is classified (see above) into either class II (Special Controls) or class Il (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 determnination 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
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(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
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/ucmt 15809 .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” (21 CFR 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.gov/cdrh/mdr/ 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/cdrh/industry/support/index.html.

Sincerely yours, i
i o V0 l/—m/u/ ¥
-!( o /‘r £ / . '

Mark N. Melkerson \ 1

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Modified AirSeal™ Optical Trocar & Cannula System
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STATEMENT FOR INDICATIONS FOR USE

51000 Number: __KOf 359U

Device Name: SurgiQuest AirSeal™ Optical Trocar & Cannula System

Indications for Use: The SurgiQuest AirSeal™ Optical Trocar & Cannula System has
applications in abdominal and thoracic minimally invasive surgical procedures to establish a
path of entry for endoscopic instruments and to evacuate smoke. The trocar may be used
with or without visualization for primary and secondary insertions.

Prescription Use: Yes

DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

‘Concurrence of CDRIH, Office of Device Evaluation

‘ﬂ.}ﬂ\ MQJ-/ «%r W XN

(Division Sign-Off) .
Division of Surgicai, Orthopedic,
‘and Restorative Devices

K042.5 oY

510(k) Number

30
8/12/2009
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SurgiQuest, Inc. /COX 5 a

AirSeal™ Optical Trocar & Cannula System
Special 510(k) Notification DEC 1 5 2008

510(k) SUMMARY OF SAFETY & EFFECTIVENESS

SUBMITTER SurgiQuest, Inc.
12 Cascade Blvd. — Suite 2B
Orange, CT 06477

CONTACT PERSON Kourosh Azarbarzin
Founder & C.E.O. - SurgiQuest, Inc.

DATE PREPARED May 25, 2007
CLASSIFICATION Laparoscopic trocar, GCJ
Class: 11
COMMON NAME Disposable Endoscopic Trocar & Cannula

PROPRIETARY NAME  SurgiQuest™ AirSeal™ Optical Trocar & Cannula System
(Trademark name to be determined)

PREDICATE Surgiport™ Blunt Tip Trocar
DEVICE(S) U.S. Surgical Corp. (Norwalk, CT)
' K903419

EndoPath III Trocar System
Ethicon Endo-Surgery, Inc. (Cincinnati, OH)
K032676 *

Elastomeric Optical Trocar & Cannula
SurgiQuest, Inc. (Orange, CT)
K063859

LapEvac Filtration Device for the Pneumoperitoneum
Buffalo Filter (Buffalo, NY)
K052797

Sun Medical Smoke / Fluid Evacuation System
Sun Medical Inc. (Arlington, TX)
K911154

DEVICE DESCRIPTION The subject is a surgical trocar and cannula composed of
medical grade materials. The device is used to create and
maintain a port of entry during endoscopic surgery and
evacuate surgical smoke. It incorporates a gas seal utilizing
CO,, to maintain pneumoperitoneum during the course of
surgery. It is supplied with a re-circulation and filtration pump

: 31
10/20/2008

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

SurgiQuest, Inc.

AirSeal™ Optical Trocar & Cannula System

Special 510(k) Notification

designed—to maintain pneumoperitoneum and minimize CO;
consumption during minimally invasive surgery.  The
recirculation and filtration pump is reusable. The AirSeal™
Trocar & Cannula and Tube Set are fully disposable and are
intended for single use only.

The device has been tested to show its ability to create and
maintain a port of entry during simulated laparoscopic surgery.
It has also been tested to show its ability to maintain adequate
pneumoperitoneum during the course of laparoscopic surgery
and to aid in the evacuation of smoke.

(See Addendum 3 for test data regarding smoke evacuation})

The unit has been tested for safety and emissions in accordance
with TEC60601-1, General Requirements for Safety 1:
Collateral Standard: Safety Requirements for Medical Electrical
Systems and IEC60601-1-2, General Requirements for Safety —
Collateral Standard: Electromagnetic Compatibility -
Requirements and Tests.

Sterility validation is in accordance with ISO 11137:2006
Sterilization of health care products -- Radiation -- Part 1:
Requirements for development, validation and routine control
of a sterilization process for medical devices and AAMI TIR
27:2001, Sterilization of Healthcare Products — Radiation
Sterilization — Substantiation of 25kGY as a Sterilization Dose
- Method VD Max

A Sterility Assurance Level (SAL) of 10°® is achieved.

10/20/2008
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,_/{C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

- DEC 15 2008
Mr. Kourosh Azarbarzin
‘Founder & CEO

SurgiQuest, Incorporated

12 Cascade Boulevard, Suite 2B
ORANGE CT 06477

Re: K083211
Trade/Device Name: SurgiQuest™ AirSeal™ Optical Trocar and Cannula System
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: 1[I
Product Code: GCJ
Dated: October 1, 2008
Received: October 31, 2008

‘Dear Mr. Azarbarzin:

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, orto
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).

Y ou 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.

If your device is classified (see above) into elther class II (Spcclal Controls) or class III (PMA);

it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regglatlons, Title 21, Parts 800 to 898. In addition, FDA .
may publish further announcemem;s concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID ét CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2

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); good manufacturing practice requirements as set 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation number
at the top of this letter: '

21 CFR 876.xxx (Gastroenterology/Renal/Urology  240-276-0115

21 CFR 884.xxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 894.xxx (Radiology) =~ 240-276-0120
Other , _ 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometrics’ (OSB's) Division of Postmarket Surveillance at 240-276-
3474. For questions regarding the reporting of device adverse events (Medical Device Reporting
(MDR)), please contact the Division of Surveillance Systems at 240-276-3464. You may obtain
other general information on your rwponmbllmw under the Act from the Division of Small
Manufacturers; International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www. fda.gov/cdrhv/industry/support/index. html ’

Sincerely youtrs,

fry Al

Joyce M. Whang, Ph.D.
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
~ Office of Device Bvaluation
- Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDRH/O_CE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest, Inc.
AirSeal™ Optical Trocar & Cannula System
Special 510(k) Notification

STATEMENT FOR INDICATIONS FOR USE

510(k) Number: 7‘< 082 A

Device Name: ‘SurgiqutésfTM AirSeal™ Optical Trocar & Cannula System (Trademark name
to be determined) '

Indications for Use: The SurgiQuest AirSeal™ Optical Trocar & Cannula System has
applications in abdominal and thoracic minimally invasive surgical procedures to establish a
path of entry for endoscopic instruments and to evacuate smoke. The trocar may be used
with or without visualization for primary and secondary insertions.

(Note: This Indication has been expanded to include smoke evacuation)

Prescription Use: Yes

DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation

(Division Sign-Off) o
Division of Reproductive, Abdominal, .

“and Radiological Device: ]
510(k) Number..._ %ﬁg‘l{l -

29
10/20/2008 :
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) SUMMARY

MAY 2 3 2007

Submitter: W.0.M. WORLD OF MEDICNE AG
Alte Poststrafie 11
96337 Ludwigsstadt
Germany
Phone: +49 9263 877 131
Fax: 4499263 877 137

Official Susanne Raab
Correspondent:
Regulatory Consultant
1480 Cambridge Street
Cambridge, MA 02139

Phone: 617 547 0628
Fax: 6175202136
e-mail: sbraab@comcast.net

Trade Name: 45L CORE Insufflator F114

Common Name: Carbon Dioxide Insufflator for Laparoscopy and Endoscopic
Vessel Harvesting

Classification Laparoscopic Insufflator, 21 C.F.R. 884.1730

Name: Insufflator, Automatic Carbon Dioxide for Endoscope,

21 C.FR. § 876.1500

Regulatory Class: I

Product Code: HIF / GCJ

Predicate Devices: 1. 40 L High Flow Insufflator F113, (K060723)
2. HI-FLO Therme Pneu 45, (K031014)
3. Stryker Heated Insufflator Tube Set, (K003792)
4. Surgiflator 20, Single-Use Heatable Tube Set,

(K950035)

Device Description: The 451 CORE Insufflator F114 is a microprocessor
: controlled CO2 insufflator designed with a high flow
application, a low flow application, a bariatric application
and a vessel harvesting application. The device incorporates
the following major components and features: a casing, a

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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world power supply, pressure reducers, a venting system, a
fluid sensor, a gas heater and various setting symbols and
display elements. The device is equipped with a continuous
pressure measurement mode and redundant discontinuos
pressure measurement mode that controls the conformity of
the actual pressure in the peritoneal or extraperitoneal cavity
with the pre-set nominal pressure. In addition, a software
controlled active pressure reduction ensures that the preset
nominal pressure value conforms to the actual pressure that
is measured in the cavity. Finally, the 45L CORE Insufflator
F114 is designed with several alarms to inform the operator
in case of an overpressure. The device is to be used with
specially designed single-use tubing sets.

Intended Use / The 451 CORE Insufflator F114 is a CO2 insufflator

Indication for Use:  intended for use in diagnostic and/or therapeutic endoscopic
procedures to distend a cavity by filling it with gas. The
high flow application, the low flow application and the
bariatric application of the device are each indicated for use
in facilitating the use of a laparoscope by filling the
peritoneal cavity with gas to distend it. The low flow
application of the device is indicated for pediatric use. The
vessel harvesting application of the 451 CORE Insufflator
F114 is indicated for use during endoscopic vessel
harvesting procedures to create a cavity along the saphenous
vein and/or radial artery during endoscopic vessel harvesting

procedures.
Substantial The 45L CORE Insufflator F114 (the “F114”) is
Equivalence: substantially equivalent to the 40 L High Flow Insufflator

F113 (the “F113”) and to HI-FLO Therme Pneu 45 (the
“HI-FLO”). Specifically, both the F114 and the predicate
devices F113 and HI-FLO are CO2 insufflators intended for
use during diagnostic and/or therapeutic endoscopic
procedures to distend a cavity by filling it with gas. In
addition, all three devices are indicated for use in facilitating
the use of a laparoscope by filling the peritoneal cavity with
gas to distend it. The technical characteristics of the F114
are equivalent to those of the predicate devices. The minor
technological differences between the F114 and the predicate
devices are primarily related to the implementation of a
special Bariatric Mode similar to the existing High Flow
Mode of the F113 and identical with regard to the maximum
flow performance to the High Flow Mode of the HI-FLO. In
addition, the increase of the maximum gas supply pressure in
the Bariatric Mode to 70 mmHg and in the High Flow Mode

451, CORE Insufflator F114 Page 2 of 3
W.OM. WORLD OF MEDICNE AG

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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to 65 mmlig and 60 mmHg (Veress Mode) does not raise
new questions of safety and effectiveness. Performance

- testing of the bariatric mode and continuous pressure
measurement in the different modes demonstrate that the
minor technical differences between the F114 and the
predicate devices do not raise new questions of safety or
effectiveness.

In addition, the tube sets to be used in conjunction with the
F114 are substantially equivalent to the Stryker Heated
Insufflator Tube Set and the single-use heatable tube sets for
use in conjunction with the Surgiflator 20. Both the
proposed tube sets and the predicate devices are used during
endosopic procedures to provide a path for the insufflation
gas from the insufflation device to the patient. In addition,
the technical characteristics of the proposed tube sets are
equivalent to those of the predicate devices. The major
difference between the proposed tube sets and the predicate
devices consists of the design of the connector of the
proposed tube sets, which enables the connection of the
insufflation tubing and the tubing for continuous pressure
measurement and the heating function in one step. The
minor differences between the tube sets to be used in
conjunction with the F114 and the predicate devices Stryker
Heated Insufflator Tube Set and the single-use heatable tube
sets for use in conjunction with the Surgiflator 20 do not
raise new questions of safety and effectiveness.

Sterilization:  The insufflation tube sets to be used in conjunction with the
F114 will be sterilized in accordance with EN 550
“Sterilization of Medical Devices — Validation and Routine
Control of Ethylene Oxide Sterilization” method C.
Residual ethylene oxide data shows that the limit of residual
gas (250 ppm) will not be exceeded. In accordance with the
European Standard DIN EN 14698-1 and EN1174, Part 1-3
the used sterility assurance level (SAL) to detect the quantity
of bioburden was < 10-6.

Biocompatibility: The components of insufflation tube sets that come into short
term indirect contact with the patient consist of materials that
are identical to those used in the predicate devices. In
addition, ali used materials have been well characterized
chemically and physically in the published literature and =~
have a long history of safe use in regards to biocompatibility.

45L CORE Insufflator F114 Page 3 of 3
W.0M. WORLD OF MEDICNE AG

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Performance Data:  Bench testing demonstrates the safety and effectiveness of

the F114.
Date Prepared: November 3, 2006
45L CORE Insufflator F114 Page 4 of 3

W.0O.M. WORLD OF MEDICNE AG

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Blvd.
Rockville M} 20850

W.0O.M. World of Medicine AG MAY 2-3 2007
c/o Ms. Susanne Raab

Regulatory Consultant

1480 Cambridge Street

CAMBRIDGE MA 02139

Re: K063367
Trade/Device Name: 45L Core Insufflator F114
Regulation Number: 21 CFR §884.1730
Regulation Name: Laparoscopic insufflator
Regulatory Class: 1l
Product Code: HIF
Dated: May 10, 2007
Received: May 14, 2007

Dear Ms. Raab:

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 I'ood, 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.

If your device is classified (see above) into either class II (Special Controls) or class ITI (Premarket
Approval), it may be subject to such 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.

(R
e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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); good manufacturing practice requiréments as set 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.

This letter will allow you to begin marketing your device as described in your Section 510(k) .
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device to
proceed to-the market. ' '

If you desire specific advice for yout_deVicc,on our labeling teghlation (21 CFR Part 801), please
contact the Qffice of Compliance at one of the following numbers, based on the regulation number at

the top. of this letter:

21 CFR 876.xxxx  (Gastroenterology/Renal/Urology) 240-276-0115

21 CFR 884.xxxx  (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx.  (Radiology), o 240-276-0120
Other o : 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21
CFR 807.97). 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) 443-6597 or at its Internet address ‘ ' '
:J/www.fda.gov/cdrh/industry/support/index.html

Sincerely yours, -

Nanmdon_ Z ‘

Director, Division of Reproductive,
Abdominal, and Radiclogical Devices

Office of Device Evaluation ,

Center for Devices and Radiolegical Health

Enclosure

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

510(k) Number (if known): K063367
Device Name: 451. CORE Insufflator F114
Indications for Use:

The 45L CORE Insufflator F114 is 2 CO2 insufflator intended for use in
diagnostic and/or therapeutic endoscopic procedures to distend a cavity by
filling it with gas. The high flow application, the low flow application and the
bariatric application of the device are each indicated for use in facilitating the
use of a laparoscope by filling the peritoneal cavity with gas to distend it. The
low flow application of the device is indicated for pediatric use. The vessel
harvesting application of the F114 is indicated for use during endoscopic
vessel harvesting procedures to create a cavity along the saphenous vein
and/or radial artery during endoscopic vessel harvesting procedures.

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)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Viwuts € qubw
(Division Sign-Off) '
Division of Reproductive, Abdominal, . Page 1 of 1
and Radiological Device ‘

510(k) Number %(05 2@_‘7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest, Inc.
AirSeal™ Optical Trocar & Cannula System 510(k) Notification

310(k) SUMMARY OF SAFETY & EFFECTIVENESS

SUBMITTER SurgiQuest, Inc.
12 Cascade Blvd. — Suite 2B JUL 3 0 2007
Orange, CT 06477

CONTACT PERSON Kourosh Azarbarzin
Founder & C.E.O. - SurgiQuest, Inc.

DATE PREPARED May 25, 2007
CLASSIFICATION Laparoscopic trocar, GCJ
Class: I1
COMMON NAME Disposable Endoscopic Trocar & Cannula

PROPRIETARY NAME  SurgiQuest™ AirSeal™ Optical Trocar & Cannula System
{Trademark name to be determined)

PREDICATE Surgiport™ Blunt Tip Trocar
DEVICE(S) U.S. Surgical Corp. (Norwalk, CT)
K903419

EndoPath III Trocar System
Ethicon Endo-Surgery, Inc. (Cincinnati, OH)
K032676

Elastomeric Optical Trocar & Cannula
SurgiQuest, Inc. (Orange, CT)
K063859

LapEvac Filtration Device for the Pneumoperitoneum
Buffalo Filter (Buffalo, NY)
K052797

Sun Medical Smoke / Fluid Evacuation System
Sun Medical Inc. (Arlington, TX)
K911154

DEVICE DESCRIPTION  The subject is a surgical trocar and cannula composed of
medical grade materials. The device is used to create and
maintain a port of entry during endoscopic surgery. It
incorporates a gas seal utilizing CO;, to maintain
pneumoperitoneum during the course of surgery. It is supplied
with a re-circulation and filtration pump designed-to maintain
pneumoperitoneum and minimize CO, consumption during

29
6/7/2007
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Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

TESTING

SurgiQuest, Inc.

AirSeal™ Optical Trocar & Cannula System 510(k) Notification

minimally invasive surgery. The recirculation and filtration
pump is reusable. The AirSeal™ Trocar & Cannula and Tube
Set are fully disposable and are intended for single use only.

The device has been tested to show its ability to create and
maintain a port of entry during simulated laparoscopic surgery.
It has also been tested to show its ability to maintain adequate
pneumoperitoneum during the course of simulated laparoscopic

surgery.

The unit will be tested for safety and emissions in accordance
with [EC60601-1, General Requirements for Safety 1:
Collateral Standard: Safety Requirements for Medical Electrical
Systems and [EC60601-1-2, General Requirements for Safety —
Collateral ~ Standard:  Electromagnetic Compatibility -
Requirements and Tests.

Sterility validation is in accordance with I1SO 11137:2006
Sterilization of health care products -- Radiation -- Part I:
Requirements for development, validation and routine control
of a sterilization process for medical devices and AAMI TIR
27:2001, Sterilization of Healthcare Products — Radiation
Sterilization — Substantiation of 25kGY as a Sterilization Dose
- Method VD Max

A Sterility Assurance Level (SAL) of 107 is achieved.

6/7/2007

30
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

SurgiQuest, Inc.

% Mr. Kourosh Azarbarzin

Founder & CEO

12 Cascade Blvd., Suite 2B JUL 3 0 2007
Orange, CT 06477 '

Re: K071571
Trade/Device Name: SurgiQuest™ AirSeal™ Optical
Trocar & Cannula System
Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope and accessories
Regulatory Class: 11
Product Code: GCJ
Dated: June 6, 2007
Received: June 8, 2007

Dear Mr. Azarbarzin:

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.

If your device is classified (see above) into either class I (Special Controls) or class Il (PMA), it
may be subject to such 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); good manufacturing practice requirements as set
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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Kourosh Azarbarzin

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115 Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Al A

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological 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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SurgiQuest, Inc.
AirSeal™ Optical Trocar & Cannula System 510(k) Notification

STATEMENT FOR INDICATIONS FOR USE

510{k) Number:

Device Name: SurgiQuest™ AirSeal™ Optical Trocar & Cannula System (Trademark name
to be determined)

Indications for Use: The SurgiQuest AirSeal™ Optical Trocar & Cannula System has
applications in abdominal and thoracic minimally invasive surgical procedures to establish a
path of entry for endoscopic instruments. The trocar may be used with or without

visualization for primary and secondary insertions.
: m

(Division Sign-Off)
Prescription Use: Yes Division of General, Restorative,
and Neurological Devices

510(k) Number Ko | 5

DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation

27
6/7/2007
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13.  Proposed Labeling

Please refer to the attached device labels, the operator’s manual and to the

instructions for use package insert of the proposed device.

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

As specified above, the cannula, trocars and tube sets of the SurgiQuest
AirSeal® Optical Trocar & Cannula System with integrated Insufflator DPIS 2000
(the “DPIS 2000 System”) are single use components that will be supplied sterile.
Each of these components is supplied in a blister tray package that is sealed using a
pre-printed Tyvek blister lid with adhesive backed labels permanently affixed to the
blister for lot identification and expiration date. The labels comply with EN 980,
“Graphical symbols for use in the labeling of medical devices”. Six such blister
packs are supplied in an SBS multi-pack “display box” suitable for shelf storage and
dispensing. Please refer to sample copies of each of the labels to be affixed to the

following packaging configurations:

e Trocar & Cannula — unit pack

e Trocar & Cannula — multi-pack (display box)
e Filtered Tube Set — unit pack

e Filtered Tube Set — multi-pack (display box)
e Instructions for Use (IFU) leaflet

e (Capital Equipment Operators Manual
Attached hereto as Attachment 1.

In addition, each display box will contain a package insert (“Instructions for
Use”), a copy of which is attached hereto as Attachment 2.

An operator’s manual will accompany each insufflation, recirculation and
filtration unit of the DPIS 2000 System (the “DPIS 2000 Unit”). Please refer the draft
of the operator’s manual for the DPIS 2000 Unit attached hereto as Attachment 3,
which was prepared in accordance with CFR Part 801, Labeling, Sub-Part A —

1
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General Labeling Provisions”, EN 60417, “Graphical Symbols for use in the

labeling of medical devices” and 1SO 7000, “Graphical symbols for use on
equipment”.

2
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Attachment 1
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gSURGIQUEST

SurgiQuest AirSeal® Optical Trocar
SurgiQuest AirSeal® Blunt Tip Trocar
SurgiQuest AirSeal® Cannula
SurgiQuest AirSeal® Tube Set
SurgiQuest Smoke Evacuation Tube Set
SurgiQuest Standard Insufflation Tube

Please read the below information carefully.
In addition, please refer to the instructions for use of the DPIS 2000 System.

Indications for Use:

The SurgiQuest AirSeal ® Optical Trocar & Cannula System with integrated Insufflator DPIS 2000 (the “DPIS 2000
System”) is intended for use in diagnostic and/or therapeutic endoscopic procedures to distend a cavity by filling it
with gas, to establish and maintain a path of entry for endoscopic instruments and to evacuate surgical smoke. Itis
indicated to facilitate the use of various laparoscopic instruments by filling the peritoneal cavity with gas to distend
it, by creating and maintaining a gas sealed obstruction-free instrument path and by evacuating surgical smoke.
The trocar of the DPIS 2000 System is indicated for use with or without visualization.

The DPIS 2000 System has three modes of operation:
1. AirSeal® Mode
2. Smoke Evacuation Mode
3. Standard Insufflation Mode

AirSeal® Mode:

When used in the AirSeal® Mode, the System is designed to provide CO, gas delivery with stable pneumoperitoneum
and continuous smoke evacuation during laparoendoscopic surgery and requires the use of the DPIS Control Unit
AirSeal® Trocar and SmokEvac Filter Tube Set. The SmokEvac Filter Tube Set is used to connect the AirSeal® Trocar
to the DPIS 2000 System Control Unit. (Figure 1)

(’i\ I

A

AIRSEAL® MODE
.~ FIGURE 1

The AirSeal® Trocar is available in two configurations: a) Bladeless, Optical Tip Trocar; and b) Blunt Tip Trocar with
Suture Anchor. If the AirSeal® Bladeless, Optical Tip Trocar is used for primary entry, use of a laparoscope to
provide visualization is recommended to enhance safe abdominal entry. (Figure 2)
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SCOPE LOCK—

CANNULA LATCH

BLADELESS OPTICAL TIP OBTURATOR

MANIFOLD PLUG N §

G@ - CANNULA

BLADELESS OPTICAL T P OBTURATOR AND CANNULA

FIGURE 2

Smoke Evacuation Mode:

When used in the Smoke Evacuatlon Mode the DPIS 2000 System is deSI ned to rowde CO, gas delivery and
ation ring 13 Y X I

During the Smoke Evacuation Mode, two commercially available conventional Trocars with standard Luer ports are
required and will be used to connect the Smoke Evacuation Tube Set to provide CO, gas delivery along with a
Smoke Evacuation pathway. The DPIS 2000 System Smoke Evacuation Tube Set is bifurcated and connects to the
two commercially available trocars in a serial manner to the DPIS 2000 System Control Unit. (Figure 3)

| | SMOKE EVACUATION MODE

FIGURE 3

When used in Standard Insufflation Mode, the DPIS 2000 System is designed to provide CO, gas delivery and
Standard Insufflation during laparoendoscopic surgery in similar format available from commercially available
insufflators and Smoke Evacuation Filter Tube Sets, and requires the use of the DPIS Control Unit and Standard
Insufflation Tube Set.

During Standard Insufflation Mode, one commercially available conventional trocar with standard Luer port is
required. The Luer port connects to the Standard Insufflation Tube to provide standard insufflation and CO, gas

9
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delivery. The Standard Insufflation Tube connects one commercially available trocar to the DPIS 2000 System
Control Unit. (Figure 4)

STANDARD INSUFFLATION MODE

FIGURE 4

WARNINGS:

Failure to properly follow the instructions can lead to serious surgical consequences.

Only qualified physicians with knowledge, experience and training in laparoscopic techniques should use
the components of the DPIS 2000 System.

® These instructions for use do not include descriptions or instructions for surgical techniques or
laparoscopic procedures. It is the responsibility of the physician performing any procedure to determine
the appropriateness of the type of procedure to be performed and the use of these products and to
determine the specific technique for each patient.

®  The enclosed components of the DPIS 2000 System are only sterile if used before the expiration date and
if the package is unopened and undamaged. DO NOT use after the expiration date or if package is open or
damaged.

®  All AirSeal® disposable devices are packaged and sterilized for single patient use only. Do not reuse,
reprocess or resterilize. Reuse, reprocessing or resterilization may compromise the structural integrity of
the device and/or lead to device failure which in turn may result in patient injury, illness or death. Also,
reprocessing or resterilization of single use devices may create a risk of contamination and/or cause
patient infection or cross-infection, including, but not limited to, the transmission of infectious disease(s)
from one patient to another. Contamination of the devices may lead to injury, iliness, or death of the
patient.

CONTRAINDICATIONS
This DPIS 2000 System is contraindicated for use when laparoendoscopic minimally invasive techniques are
contraindicated.

IMPORTANT: This package insert is designed to provide instructions for use. It is not a reference or guide for
trocar insertion techniques. Successful use of the_AirSeal® Bladeless, Optical Tip Trocar as the primary port after
insufflation depends upon recognizing and differentiating between tissue layers. Therefore, new users should utilize
the Optical Tip Trocar as a secondary port following insufflation to gain experience and procedural competence in

visualizing the tissue layers. Only after achieving experience with the above technique should the Optical Tip Trocar
be used as a primary port after insufflation.

INSTRUCTIONS FOR USE

General Instructions for Use of Bladeless, Optical Tip Trocar for AirSeal® Mode:

1. Using sterile technique, remove instrument from package. To avoid damage, do not flip the instrument
into the sterile field.
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2. The Bladeless, Optical Tip Trocar and Cannula are packaged unassembled. Assemble the Optical Tip
Trocar by inserting the Optical Tip Obturator into the Cannula until they lock securely together.

3. Connect the 0° endoscope to the light source and monitor as directed in the manufacturer’s instructions.
Verify proper connection of the endoscope and ensure the clarity of the picture on the monitor.

4. Insert the endoscope into the opening at the proximal end of the Optical Trocar handle until it reaches the
distal tip of the trocar. (See Figure 5).

e

HY

AIRSEAL ASSEMBLY

10mm ENDOSCOPE

INSERTION OF ENDOSCOPE
FIGURE 5

5. Rotate the endoscope as desired. Secure the endoscope in the Optical Trocar using the scope lock, as

desired. (See Figure 6).

O

J

ROTATE SCOPE LOCK
TO SECURE ENDOSCOPE

""_"'r\ ROTATING MOTION DURING INSERTION
| \ WILL EASE INSERTION FORCE
|

SCOPE LOCK AND INSTRUMENT INSERT

FIGURE &
13

6. To provide a clear image on the monitor, insert the endoscope into the Bladeless, Optical Tip Trocar, touch
the optical tip to a convenient soft surface, and focus the camera.

7. A single lumen, AirSeal® Veress Needle Adapter Tube extension is pre-attached to the tri-lumen SmokEvac
Filter Tube Set.

8. Turn DPIS 2000 Unit Power ON.

9. At conclusion of initial self-check, select AirSeal® Mode from user menu.

10. Lever on DPIS 2000 Unit should be in UNLOCK position.

11. Insert filter housing of the AirSeal® SmokEvac Filter Tube Set into the front of DPIS 2000 Control Unit.

12. Push lever down into LOCK position.

13. Ensure that the AirSeal® Bladeless, Optical Obturator and Cannula are properly assembled.

14. If Veress needle entry is employed, connect the Veress Needle Adapter Tube Set to the Veress needle Luer
port and insert in accordance with proper laparoscopic technique.

15. Push Initial Insufflation “Start” and initial Veress Needle insufflation will begin.

16. After initial insufflation has been achieved, remove Veress Needle.

17. Remove the Veress Needle Adapter Tube extension from the AirSeal® SmokEvac Filter Tube Set.

18. You are ready to insert the assembled AirSeal® Bladeless, Optical Tip Trocar.
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See further instructions below for insertion of Bladeless, Optical Tip Trocar.

18.

19.

Ensure that the Optical Trocar and Cannula are properly inserted. Do not remove AirSeal® Obturator from
Trocar assembly at this time.

Remove the blue manifold plug from the side of the AirSeal® Cannula housing and connect the distal end
of the AirSeal® SmokEvac Filter Tube Set to the AirSeal® Cannula manifold and tighten.

Turn on AirSeal® Mode on DPIS 2000 Control Unit.

Set to desired flow and pressure value: default value is 5 L/m and 15 mm/Hg.

Remove AirSeal® Obturator from Trocar assembly.

Upon completion of the procedure, use standard laparoscopic technique and remove all surgical devices.
Turn the DPIS 2000 Unit OFF. (Note: Switching DPIS 2000 Unit OFF will result in loss of
pneumoperitoneum).

Remove Cannula from the abdominal incision. Close incision in usual manner.

Move lock lever on the DPIS 2000 Unit to the up or UNLOCK position.

Remove the AirSeal® SmokEvac Filter Tube Set from the DPIS 2000 Unit.

Follow the steps below for Optical Trocar insertion with the use of an endoscope.

1.

Create an incision using standard surgical procedures which allows the Optical Trocar and Cannula assembly
to be introduced. (Note: Incision should accommodate diameter of Cannula. An inadequate incision may
cause increased resistance to insertion, increasing the required penetration force, and possibly resulting in a
loss of control during entry.)

Introduce the AirSeal® Bladeless, Optical Tip Trocar and Cannula assembly through the skin incision using a
30° to 90° rotating motion. Apply continuous but controlled downward pressure on the handle. (See Figure
8). View the penetration of the Optical Tip Trocar tip through the individual tissue planes by using the
laparoendoscope. The individual tissue planes may be seen as the Optical Trocar tip advances.

Remove the laparoendoscope from the Optical Tip Trocar. (Figure 7)

(Note: DO NOT remove the Optical Tip Obturator from the Cannula until the tri-lumen tubing is
connected to the Cannula and the DPIS 2000 Unit is powered to the ON position to prevent loss of
insufflation).

4.

Continue procedure in accordance with instructions above.

ROTATE TO UNLOCK

/ RETRACT ENDOSCOPE
ENDOSCOPE

™ PRESS HERE TO RELEASE CANNULA

ENDOSCOPE AND OBTURATOR REMOVAL
FIGURE 7
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General Instructions for Use of Blunt Tip Trocar for AirSeal® Mode:

1.

oakrw

7.
8.
9

10.
11.
12.
13.

Using sterile technique, remove instrument from package. To avoid damage, do not flip the instrument into
the sterile field.

The Blunt Tip Trocar, Cannula and anchor device are packaged unassembled. Assemble the Blunt Tip Trocar
by inserting the Blunt Obturator into the Cannula until they are seated securely together. Attach suture tie
down anchor in the normal manner.

Create an incision using standard surgical procedures that allow the anchor device to be introduced.
Introduce the assembled Trocar, Cannula and suture tie down assembly through the abdominal incision.
Use sutures to secure the tie down anchor device to the patient’s abdomen in the usual manner.

A single lumen, AirSeal® Veress Needle Adapter Tube extension is pre-attached to the tri-lumen, SmokEvac
Filter Tube Set. Remove the single lumen extension as it will not be used for Blunt Tip (Hassan-type)
abdominal entry.

Turn DPIS 2000 Unit Power ON.

At conclusion of initial self-check, select AirSeal® Mode from user menu.

Lever on DPIS 2000 Unit should be in UNLOCK position.

Insert filter housing of the AirSeal® SmokEvac Filter Tube Set into the front of DPIS 2000 Control Unit

Push lever down into LOCK position.

Set to desired flow and pressure value: default value is 5 L/m and 15 mm/Hg.

Ensure that the Blunt Tip Obturator and Cannula are properly assembled.

You are ready to insert the Blunt Tip Trocar and Cannula using appropriate laparoscopic (Hassan-style
entry) technique.

14.
15.

Ensure that the Blunt Tip Trocar assembly is properly inserted.

Remove the blue manifold plug from the side of the AirSeal® Cannula housing and connect the distal end of
the AirSeal® SmokEvac Filter Tube Set to the AirSeal® Cannula manifold and tighten.

Select Initial Insufflation and Push “Start” for initial insufflation to begin.

After initial insufflation is achieved, turn on AirSeal® Mode on DPIS 2000 Control Unit.

Set to desired flow and pressure value: default value is 5 L/m and 15 mm/Hg.

Remove AirSeal® Obturator from Trocar assembly.

Upon completion of the procedure, use standard laparoscopic technique and remove all surgical devices and
then turn the DPIS 2000 Unit OFF. (Note: Switching DPIS 2000 Unit OFF will result in loss of
pneumoperitoneum).

Remove the AirSeal® Cannula from the abdominal incision. Close incision in usual manner.

Move lock lever on the DPIS 2000 Unit to the up or UNLOCK position.

Remove the AirSeal® Filter Tube Set from the DPIS 2000 Unit.

General Instructions for Use in Smoke Evacuation Mode:

For use with two conventional trocars with standard Luer ports and AirSeal® Smoke Evacuation
Bifurcated Tube Set.

Clear lumen: Pressure

Blue Lumen: Return

INITIAL INSUFFLATION WITH VERESS NEEDLE

oahrwNPE

© o~

Turn DPIS 2000 Unit Power ON.

At conclusion of diagnostic self-check, select Smoke Evacuation Mode from user menu.

Lever on DPIS 2000 Unit should be in UNLOCK position.

Insert filter housing of the AirSeal® Smoke Evacuation Tube Set into the DPIS 2000 Unit.

Push lever into LOCK position.

Set to desired flow and pressure value: Default value is 5 L/m and 15 mm/Hg; Smoke evacuation status will
not appear.

Attach Veress needle to CLEAR Luer Lock on the Smoke Evacuation Tube Set.

Push Initial Insufflation “Start” and insufflation will begin.

After initial insufflation has been achieved you are ready to insert the conventional commercially
available Trocar and Cannula assembly with standard Luer ports.

Ensure that the trocars and cannulas are properly inserted.

Remove Veress needle and disconnect from tube set.

Connect single lumen tube with CLEAR Luer Lock to desired trocar using standard laparoscopic techniques.
Connect single lumen tube with BLUE Luer Lock to second trocar. Insufflation remains active.

When single lumen tube with BLUE Luer Lock is connected to second trocar, Smoke Evacuation is activated.
Upon completion of the procedure, use standard laparoscopic technique and remove all Trocars

Close abdominal incisions in the usual manner.

Turn the DPIS 2000 Unit OFF. (Note: Switching DPIS 2000 Unit OFF will result in loss of pneumoperitoneum).
Move lever on the DPIS 2000 Unit to the up or UNLOCK position.

Remove the AirSeal® Smoke Evacuation Filter Tube Set.
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator

DPIS 2000
510(k) Premarket Notification

General Instructions for Use in Standard Insufflation Mode:

For use with conventional Trocars with standard Luer ports and AirSeal® single lumen Standard
Insufflation Tube.

INITIAL INSUFFLATION WITH VERESS NEEDLE

1. Turn DPIS 2000 Unit Power ON.

2. At conclusion of diagnostic self-check, select Standard Insufflation Mode from user menu.

3 Attach single lumen Standard Insufflation Tube to the DPIS 2000 Unit and connect Luer Lock end to
Veress needle or conventional Trocar in the usual manner.

After initial insufflation has been achieved, you are ready to insert the conventional commercially
available Trocar and Cannula assembly with standard Luer ports.

Set to desired flow and pressure value: Default value is 5 L/m and 15 mm/Hg.

Upon completion of the procedure, use standard laparoscopic technique and remove all Trocars
Close abdominal incisions in the usual manner.

Turn the DPIS 2000 Unit OFF. (Note: Switching DPIS 2000 Unit OFF will result in loss of
pneumoperitoneum).

Remove the AirSeal® Standard Insufflation Tube.

»

PNoO

©

WARNINGS AND PRECAUTIONS
FILTER TUBE ALARM CONDITIONS FOR BOTH AIRSEAL® SMOKEVAC AND AIRSEAL® SMOKE EVACUATION
MODE.

1) The DPIS 2000 Unit alarm will sound if the cooling vents are blocked on the sides or the bottom of the
control console. If the alarm sounds, check for any blockage of the cooling vents.

2) If the above conditions DO NOT exist and the alarm continues to sound, stop using the DPIS 2000 Unit
and return to the manufacturer for servicing.

Note: Do not submerge the tip of the Cannula in irrigation or bodily fluids.

GENERAL PRECAUTIONS

Minimally invasive procedures should be performed only by persons having adequate training, familiarity and
relevant competence with minimally invasive surgical techniques. Consult medical literature relative to
techniques, complications, and hazards prior to performance of any minimally invasive procedure.
The possibility of air entrainment exists under the following conditions:
- Severe pressure applied externally to the abdomen
- Severe and protracted leaking through other traditional ports in place or an open incision
- Severe and prolonged suction
During these conditions as described above, the displacement of the insufflator gas with air is temporary and
the entrained air will be displaced by CO..
A thorough understanding of the principles and techniques involved in laser, electrosurgical, and ultrasonic
procedures is essential to avoid shock and burn hazards to both patient and medical personnel and damage to
the device or other medical instruments. Ensure that electrical insulation or grounding is not compromised.
The design features of the Bladeless, Optical Tip Trocar are intended to minimize the likelihood of penetration
injury to intra-abdominal and intra-thoracic structures. However, the standard precautionary measures
employed in all such insertions must be observed.
Although the Optical Trocar has a “bladeless” tip, care must still be taken, as with all such devices, to avoid
damage to major vessels and other anatomic structures (such as bowel or mesentery). To minimize the risk of
such injury, be sure to:
- Establish adequate pneumoperitoneum;
- Properly position the patient to help displace organs out of the area of penetration;
- Note important anatomical landmarks;
- Direct Trocar tips away from major vessels and structures;
- Do not use excessive or uncontrolled force.
- Employ optical entry technique whenever possible.
Once proper entry has been made laparoendoscopically, the Optical Tip Trocar should not be advanced for
additional penetration. Continued entry of the Trocar at this point could cause injury to intra-abdominal or
intra-thoracic structures.
Once partial entry has been accomplished, very little pressure is required to complete entry. Excessive
pressure may cause injury to intra-abdominal or intra-thoracic structures.
After removing the Cannula from the cavity, always inspect the site for hemostasis. If hemostasis is not
present, appropriate techniques should be used to achieve hemostasis.
The filters of the AirSeal® Smoke Evacuation Tube Set and the AirSeal® SmokEvac Tube Set are designed to
collect fluid if aspirated into the tubing from the Cannula. The filter housing of the AirSeal® Smoke
Evacuation Tube Set and the AirSeal® SmokEvac Tube Set incorporates a MAX FLUID LEVEL line. DO NOT
exceed this level. If fluid approaches this level discard and replace the tubing set.
Instruments or devices which come into contact with bodily fluids may require special disposal handling to
prevent biological contamination.
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. All AirSeal® disposable devices are packaged and sterilized for single patient use only. Do not reuse,
reprocess or resterilize. Reuse, reprocessing or resterilization may compromise the structural integrity of the
device and/or lead to device failure which in turn may result in patient injury, illness or death. Also,
reprocessing or resterilization of single use devices may create a risk of contamination and/or cause patient
infection or cross-infection, including, but not limited to, the transmission of infectious disease(s) from one
patient to another. Contamination of the devices may lead to injury, illness, or death of the patient.

HOW SUPPLIED
Each of the Optical Trocar, Blunt Tip Trocar, Cannula, AirSeal® SmokEvac Filter Tube Set, and AirSeal® Smoke
Evacuation Filter Tube Set are supplied sterile for single patient use. Discard after use.

The AirSeal® DPIS 2000 Unit is non-sterile and reusable.

CAUTION: Federal Law (U.S.A.) restricts this device to sale by or on the order of a physician.

Legend/ Symbols:

LEGEND:

Latex Free; Latex Free, Sin latex; Sans latex;
Sans latex; Senza lattice; Latexfrei; Latexfri:
Latexvrij; Latexvrij; ev wepstyen Adref;
Inneholder ikke lateks; Nie zawiera lateksu;
He COMepmMT NaTenc; (L300 5 i FARE

oFUY 'Oy IF Y 2 AFEM | M~ RYS
Sem latex; Lateks Igermez

E rep| Emergo Europe Molenstraat 15, 2513, BH
The Hauge, The Metherlands
Ph: +31.170.345.8570
Fx: +31.710.346.729

H SurgiQuest, Inc.
Orange, CT 08477, USA
] ®

CE oos
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This manual contains information that is subject to copyright. All
rights reserved. This manual should not be photocopied, dupli-
cated on microfilm or otherwise copied or distributed, complete-
ly or in part, without the approval of SURGIQUEST.

Some of the parts and equipment referred to in this manual bear registered
trademarks but are not identified as such. It should therefore not be assumed
that the absence of the trademark indicates that any given designation is not
subject to trademark protection.

Users of this product should not hesitate to point out to us any errors or un-
clarities in this manual.

Copyright © SURGIQUEST

Dieses Handbuch enthélt eigentumsrechtlich geschiitzte Infor-

mationen, die dem Urheberrecht unterliegen. Alle Rechte sind

geschiitzt. Ohne ausdriickliche, schriftliche Genehmigung von

SURGIQUEST darf dieses Handbuch weder vollstandig noch in

Ausziigen durch Photokopie, Mikrofilm oder andere Verfahren
vervielfaltigt oder verbreitet werden.

Durch die standige Weiterentwicklung unserer Produkte behalten wir uns
technische Anderungen ohne Ankiindigung vor. Funktion oder Design kénnen
teilweise von der Beschreibung im Handbuch abweichen. Bitte kontaktieren
Sie uns, um weitere Informationen zu diesem oder anderen Produkten zu er-
halten.

Bezeichnungen, die zugleich eingetragenes Warenzeichen sind, wurden nicht
besonders gekennzeichnet. Es kann nicht aus dem Fehlen des Warenzeichens
geschlossen werden, dass eine Bezeichnung ein freies Warenzeichen ist. Eben-
sowenig ist zu entnehmen, ob Patente oder Gebrauchsmuster vorliegen.

SURGIQUEST ist Anwendern von SURGIQUEST-Produkten dankbar fiir jeden
Hinweis auf mogliche Fehler oder Unklarheiten dieses Handbuches.

Copyright © SURGIQUEST AG

Manufacturer/Hersteller

SURGIQUEST CE marking according to Directive 93/42/EEC

CE-Kennzeichnung gemaR Richtlinie 93/42/EWG
12 Cascade Blvd. g8
Suite 2B 1 Orange

CT 06477

Model: F121/120xxx/10000010595 00/1210/ama
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Important User Notes

1 Important User Notes

Read the manual carefully and become familiar with the operation and function
of the device and the accessories before use during surgical procedures. Non-ob-
servance of the instructions listed in this manual can lead

» to life-threatening injuries of the patient,
» to severe injuries of the surgical team, nursing staff or service personnel, or
+ to damage or malfunction of device and/or accessories.

The manufacturer reserves the right to modify the appearance, graphics, and
technical data of the supplied product through continued product development.

The words DANGER, WARNING, and NOTE carry special meanings. Sections
marked with these words must be read especially attentively.

DANGER!
The safety and/or health of the patient, user, or a third party are at risk. Comply
with this warning to avoid injury to the patient, user, or third parties.

WARNING!
These paragraphs include information provided to the operator concerning the
intended and proper use of the device or accessories.

NOTE!
Here you will read information about the maintenance of the device or the ac-
cessories.

Subject to technical changes

Please note

= >
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Safety Information

Federal Law (only for U.S. market)

Exclusion of liability

Authorized service technician

Intended use

Care and maintenance

Contamination

Waste management

2 Safety Information
U.S. federal law restricts use of this device to use by or on the order of a physician.

The manufacturer is not liable for direct or consequential damage and the war-
ranty is null and void if:

« the device and/or the accessories are improperly used, prepared, or main-

tained,

the instructions and rules in the manual are not adhered to,

» non-authorized persons perform repairs, adjustments, or alterations on or to
the device or accessories,

« non-authorized persons open the device,

« the prescribed inspection and maintenance schedules are not adhered to.

Receipt of technical documentation from the manufacturer does not authorize
individuals to perform repairs, adjustments, or alterations on or to the device or
accessories.

Only an authorized service technician may perform repairs, adjustments, or al-
terations on the device or accessories and use the service menu. Any violation will
void the manufacturer's warranty. Authorized service technicians are only
trained and certified by the manufacturer.

The device may be used only as intended.

The service and maintenance of the device and its accessories has to be carried
out as per instructions to ensure the safe operation of the device. For the protec-
tion of the patient and the operating team, check that the device is complete and
functional before each use.

Before shipping, decontaminate device and accessories in order to protect the
service personnel. Follow the instructions listed in this manual. If this is not pos-
sible,

« the product must be clearly marked with a contamination warning and
« is to be double-sealed in safety foil.

The manufacturer has the right to reject contaminated products for repair.

This symbol indicates that the waste of electrical and electronic equipment must
not be disposed of as unsorted municipal waste and must be collected separately
instead. Please contact the manufacturer or an accordingly authorized disposal
or waste management company for further information.

2.1 Hazards

DANGER!
Condensation / Water penetration
Protect device from moisture. Do not use if moisture has penetrated the device.

DANGER!

Technique and procedures

Only the physician can evaluate the clinical factors involved with each patient
and determine if the use of this device is indicated. The physician must deter-
mine the specific technique and procedure that will accomplish the desired clin-
ical effect.

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

Safety Information

DANGER!

Check all factory settings.

Factory settings are not mandatory settings for the physician. The physician is re-
sponsible for all settings affecting the surgical procedure.

DANGER!
Original accessories
For your own safety and that of your patient, use only original accessories.

DANGER!

Not explosion-proof

The device is not explosion-proof. Do not use in an area where flammable anes-
thetic gases are present.

DANGER!

Risk of electrical shock

To prevent electrical shock, do not open this device. Never open this device your-
self. Refer servicing to qualified service personnel.

DANGER!

Professional qualification

This manual does not include descriptions or instructions for surgical proce-
dures/techniques. It is also not suitable for training physicians in the use of sur-
gical techniques. Medical peripherals and devices may be used only by
physicians or medical assistants with the appropriate technical/medical qualifi-
cation working under the direction and supervision of a physician.

DANGER!
Function test
The function test must be performed prior to each surgery.

DANGER!

Sterile mediums and accessories

Always work exclusively with sterile substances and mediums, sterile fluids, and
sterile accessories if so indicated.

DANGER!

Replacement device and accessories

In case the device or any of the accessories fail during surgery, a replacement de-
vice and replacement accessories should be kept within easy reach to be able to
finish the operation with the replacement components.

DANGER!
Cleaning the device
Do not sterilize the device.

> 2> > P> P
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DEHP

DANGER!
Replacing fuse
Replace the fuse only with a fuse of the same type and rating.

DANGER!

Device-inherent dangers

Read the warnings specific to this device in chapter 3.1 "Device-inherent Dan-
gers”.

WARNING!
To avoid the risk of electrical shock, only use this device when connected to a
properly grounded power supply network.

WARNING!
Endoscope
The device may only be connected with endoscopes designed for and featuring
the technical specification permitting such a combined use. Any utilized endo-

scopes must comply with the most recent versions of EC 60601-2-18 and
I1SO 8600.

DANGER!

Disposable tube sets contain Diethylhexylphthalate (DEHP), which is classified as
toxic to reproduction according to the EU Directive 67/548/EEC on Classification
and Labelling of Dangerous Substances. DEHP may impair fertility, may cause
harm to unborn child, may execrate in breast milk. Therefore, this product must
not be used for unauthorized applications. When applied within the intended
use, the potential risk to pregnant or breastfeeding women as well as to children
resulting from the DEHP contained in this product is not critical. In regard to the
short exposure time and the physical characteristics the eventuality of critical
quantities of DEHP being dissolved from the tube sets is neglectable.

DANGER!

Reprocessing of sterile disposable products

Infection hazard for patients and/or users and impairment of product function-
ality due to reuse. Risk of injury, illness or death due to contamination and/or
impaired functionality of the product! Do not reprocess the product.

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

The DPIS 2000 System is intended for use in diagnostic and/or therapeutic endo-
scopic procedures to distend a cavity by filling it with gas, to establish and main-
tain a path of entry for endoscopic instruments and to evacuate surgical smoke.
It is indicated to facilitate the use of various laparoscopic instruments by filling
the peritoneal cavity with gas to distend it, by creating and maintaining a gas
sealed obstruction-free instrument path and by evacuating surgical smoke. The
trocar of the DPIS 2000 System is indicated for use with visualization (Optical Tro-
car) or without (Blunt Tip Trocar).

The device may not be used to fill an abdomen with CO2 if a laparoscopy is con-
traindicated. Please consult the manual of your laparoscope for absolute and rel-
ative contraindications. The device is not suitable for hysteroscopic insufflation
procedures, i.e., it may not be used to distend the uterus.

3.1 Device-inherent Dangers

DANGER!

Positioning the patient

Always position the patient lower than the device to prevent body fluids from
leaking into the insufflation tube. Actual pressure may increase and fluid may
penetrate the insufflation tube if the patient is repositioned during surgery. If
this occurs, immediately disconnect the insufflation tube. When the patient is
repositioned onto his or her side, internal tissue may block the insufflation chan-
nel. Always insufflate through the elevated side of the patient.

DANGER!

Removing the insufflation tube

Always disconnect the insufflation tube after ending surgery and before switch-
ing off the device to prevent backflow of bodily fluids. Fluid may penetrate the
insufflation tube whenever you change the gas bottle and/or when you stop the
gas flow during the operation. If this happens, you must immediately disconnect
the insufflation tube from the trocar or from the device.

DANGER!

Backflow

Body secretions or contaminated gas may backflow into the device through the
insufflation tube if

¢ afilteris not used,

o the actual pressure is higher than the nominal pressure or

» the automatic venting valve is activated.

DANGER!

Gas flow

A high gas flow can occur due to large leaks within the surgical system or instru-
ment. This can result in a false actual pressure reading, which in turn may endan-
ger the patient. In case of a disrupted gas flow, you should therefore inspect
device, tube, and instruments immediately. Surgical applications should be car-
ried out with a gas flow of 4-10 I/min. An even lower gas flow is recommended
for diagnostic purposes. It is recommended to perform endoscopies with the
lowest gas flow possible.

Intended use

Contraindications

/N
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DANGER!

Keep filled CO2 bottle on hand

Always keep a filled CO2 bottle on hand ready for replacement. This avoids hav-
ing to interrupt surgery due to a lack of insufflation gas.

DANGER!
Contamination

Do not use device and/or accessories if signs of contamination are detected.
Make sure the device or/and accessories can no longer be operated until a qual-
ified service technician conducts the appropriate tests and repairs.

DANGER!

Fatigue symptoms

When there is a high level of CO2 consumption, you should make sure to supply
the operating area with enough fresh air, since an increasing CO2 level in the air
can cause the medical personnel to suffer fatigue symptoms, an inability to con-
centrate, unconsciousness, or even death.

DANGER!
The venting rate of the automatic venting system is limited. Always monitor the
actual pressure when using additional insufflation sources.

DANGER!

Contaminated filter

Replace a contaminated filter immediately during surgery to ensure unhindered
gas flow.

DANGER!
Connecting the tube

Always use the proper tube set for the device. The tube outlet may only be con-
nected to instruments which are intended for intra-abdominal CO2-insufflation.

DANGER!
Electronic device control

Do not close the valve at the trocar sleeve during surgery. The electronic control
unit of the device adjusts the actual pressure as desired.

DANGER!

Medically pure CO2

Make sure to use only medically pure CO2. Other gases (i.e., helium, N20, argon),
mixtures of gases, high pressure compressed gases, gases with entrapped lig-
uids, or polluted gases must not be used with this device.

DANGER!

Service connection

Connected devices have to comply with the EN 60950 standard. Do not connect
a device to the service connection during surgery.

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

Electrical Interference
(See chapter 11 "Electromagnetic Compatibility”). Electrical interference with

other devices or instruments was practically eliminated when developing this
devices and none was detected during testing. However, if you still detect or sus-
pect such interference, please follow these suggestions:

¢ Move this, the other or both devices to a different location

¢ Increase distance between used devices

¢ Consult an electro-medical expert

DANGER!

Peripheral devices

Additional peripheral equipment connected to interfaces of the medical monitor
has to meet the requirements of the following specifications: IEC 60601-2-18 /
EN 60601-2-18 for endoscopic devices and IEC 60601-1 / EN 60601-1 for electri-
cal medical devices. All configurations have to comply with IEC 60601-1 / EN
60601-1 specifications. Whoever connects additional equipment to signal out-
put or signal input is considered the system configurator and as such is responsi-
ble for complying with requirements of the standard IEC 60601-1 / EN 60601-1.

DANGER!

Idiosyncratic reactions fi
Patients with sickle cell anemia or pulmonary insufficiency may have a higher

risk of metabolic imbalance related to excessive CO2 absorption (idiosyncratic

reaction).

DANGER!

CO2 absorption

CO2 is absorbed during insufflation (intravasation). This means the body absorbs

part of the CO2 gas used for insufflation. CO2 concentrations in the blood or re-
spiratory system that are too high can lead to death of the patient in extreme
cases. To lower this risk, always carefully and closely monitor the patient's vital
signs during the entire insufflation process and make sure patient is breathing
well. Sufficient respiration can help avoid or limit problems with CO2. High pres-
sure or a high gas flow promotes CO2 absorption. The abdomen is sufficiently
distended using a pressure between 10 to 15 mm Hg. Pressure values above
15 mm Hg are required for only a few cases but do increase the risk of intravasa-
tion. Never exceed the max. intra-abdominal pressure of 30 mm Hg.

DANGER!

Metabolic and cardiac reactions
Insufflating CO2 may result in metabolic acidosis. This can lead to cardiac irreg-

ularities expressed with the following symptoms:

» Reduced respiration with restricted diaphram function
+ Hypercapnia

¢ Reduction of venous reflux

» Reduced cardiac output

* Metabolic acidosis

DANGER!

Hypothermia/monitoring body temperature
The gas flow can lead to a lowering of the patient's body temperature during in-

sufflation. Hypothermia during insufflation can cause heart and cardiovascular

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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problems. The risk for hypothermia can be significantly reduced with the use of
gas that is pre-warmed to body temperature. Always monitor the patient's body
temperature during the entire insufflation. Make especially sure that the follow-
ing, hypothermia promoting, surgical conditions are avoided as best as possible:
» High gas flow due to large leaks

* Long surgeries

e Use of cold (not preheated) irrigation and infusion solutions

DANGER!

Dehydration

Insufflation can lead to dehydration of the tissue. This can result in organ tissue
damage and cardiovascular reactions of the patient. Long surgeries and large
leaks increase the risk of dehydration (especially at the insertion points of the
trocars or when changing instruments).

DANGER!

Embolism

Improper placement of the insufflation instrument could cause insufflation of
gas into a vessel, resulting in air or CO2 embolisms. To reduce the risk of air or
CO2 embolism, perform initial insufflation at a low flow rate and ensure that the
insufflation instrument is correctly positioned. Check the position of the insuf-
flation instrument immediately if the actual pressure rapidly reaches the nomi-
nal pressure value. CO2 embolisms can also be caused by a high intra-abdominal
pressure. Avoid high-pressure settings and close damaged blood vessels at once.

DANGER!
Additional insufflation sources
The use of additional insufflation sources increases the intra-abdominal pres-

sure. Continuously monitor intra-abdominal pressure over the course of the en-
tire insufflation if additional sources are used.

10
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4 Initial Device Startup

Always check all parts and accessories of the device immediately after receiving  Delivery inspection
the shipment. The manufacturer considers only replacement claims that have

been immediately submitted or reported to a sales representative or an autho-

rized service company.

Place the device on a level surface and install in a dry environment. The ambient  Setting up the device
temperature and humidity must meet the requirements mentioned in chapter13
"Technical Data", page 45.

DANGER!

Not explosion-proof
The device is not explosion-proof. Do not use in an area where flammable anes-

thetic gases are present.

Mains connection

WARNING!
Check to make sure the available mains voltage matches the data listed on the
type label attached to the back of the device. Incorrect voltage can cause errors

and malfunctions and may destroy the device.

Make sure the connection data and technical specifications of the power supply
comply with DIN VDE or national requirements. The mains power supply cable
must be plugged into a properly installed safety wall plug (see DIN VDE 0107).
Read the device label located in rear of device (type plate) to determine the oper-
ating voltage of the device.

The power connection must be equipped with a grounding contact. Use the orig-  Grounding contact
inal power cable (if included in scope of delivery) to establish a connection be-

tween the mains wall socket and the non-heating device plug located in the rear

of the device.

Only use a certified (UL-listed), removable mains connection line, type SJT, mini-  Only for U.S. operators
mal 18 AWG, 3 leads. The plug connectors must comply with NEMA 5-15 or IEC

320/CEE22. Grounding will only be reliable if the equipment is connected to a

corresponding hospital grade socket.

Integrate the device into the potential equalization system as specified by local  Potential equalization
safety rules and regulations.

4.1 Gas Connection

DANGER!

Medically pure CO2
Make sure to use only medically pure CO2. Other gases (i.e., helium, N20, argon),

mixtures of gases, high pressure compressed gases, gases with entrapped lig-
uids, or polluted gases must not be used with this device.

Use a high-pressure tube to connect a CO2 gas cylinder to the rear gas inlet con-
nection or connect to centralized CO2 gas supply.

11
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Gas supply displays

==
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4.1.1 Connecting a Gas Bottle

WARNING!
Always use a high-pressure tube to connect gas bottle and device.

The gas bottle must be in a vertical position. The gas bottle pressure may not ex-
ceed 80 bar or be less than 15 bar.

WARNING!

Gas bottles with riser pipe can release dirt and oily fluids into the device. Do not
use a gas bottles with riser pipe.

4.1.2 Connecting to Central Gas Supply

Use the following device connectors and high-pressure tubes available as addi-
tional equipment to connect to a central gas supply (house supply):

« XXXXXXXXX for house gas supply NIST or
« YYYYYYYYYY for house gas supply DISS

See 14 "Accessories (TBD)", page 47.

1. Attach the high-pressure tube to the gas connection.
2. Fasten the high-pressure tube with the nut.
3. Tighten the nut.

The device detects the type of gas supply.

4.1.3 Gas Consumption Display

The gas consumption display indicates the insufflated volume of CO2 in liters
since the last resetting of the display. The display depicts values between 0 and
999 liters.

The gas consumption display can be reset by pressing the RESET key and then re-

turnstoo.

The status of the gas supply is monitored by the device and indicated with sym-
bols and acoustic signals.

12
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The following gas bottle pressures are displayed: Gas supply with gas bottle

G > 50 bar

G 40 - 50 bar
@ 30 - 40 bar
ﬁ 0-30 bar
The following house gas supply pressures are displayed: House gas supply

House gas supply pressure OK

' House gas supply pressure too low

13
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016
Operating the Device

Fig.5-1  Device front

O® ©@00

ON/OFF switch
Touch screen display

Receptacle for AirSeal and Smoke
Evacuation mode

Lever for locking tube set in place

Insufflation tube connection for
Standard Insufflation Mode
(Christmas tree connection)

Fig.5-2  Device rear

Fig. 5-3

Type plate
Device data plate
USB port

Connection for potential equaliza-

tion
Gas connection
Ventilation slots (air outlet)

Device connector plug with fuse
holder

Bottom of the device

Ventilation slots (air intake)

AN\

5 Operating the Device
5.1 Front of the Device

Familiarize yourself with the control and function elements at the front of the de-
vice.

—\

/

]
LO] )

d @ > ® ¢

5.2 Rear of the Device

Familiarize yourself with the connection elements at the rear of the device.

D)
5.3 Bottom of the Device

O O

DANGER!

The device is equipped with a powerful ventilation system with air intake locat-
ed at the bottom of the device. The suction can be so strong that is can trap
sheets of paper or soiling if they come in proximity. Keep ventilation slots free of

14
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obstructions or soiling to ensure optimal cooling of the device.

5.4

Fig. 5-4 Display

Pri ,, i Nominal gas flow rate level 1
| rqlessur? ll

; \ Supply

’ Actubl
rrmH’g Volume 1.9, @
[ a4

Actual flow rate display

Nominal gas flow rate level 2
Nominal gas flow rate level 3
Decreasing nominal pressure
Set | | [ Smoke Evacuation

Actual pressure display

Nominal pressure display

:;Eﬂ!l:lﬁlﬂ T

Initial Insufflation

Increasing nominal pressure
Gas consumption display

Smoke Evacuation
Mode

Gas supply display

Reset key for consumption display

Smoke gas evacuation level LOW

Smoke gas evacuation status
Smoke gas evacuation level HIGH

The above depicted display shows all displays and keys. Additional explanations Status display/error and warning

CRICICICICICICICICICACICISACACCHCCAS

for individual elements are presented in the subsequent respective control ele- messages

ment descriptions. STOP key

Not all displays and functions are available for all modes. START key
MENU key
HOME key

.5 Switching Device On

5
1. Plug the device into the power outlet.

2. Connect the gas supply to the gas connection port and open the gas supply.
3. Make sure no tube set is connected before switching the device on.

4

Press the ON/OFF switch (see Fig. 5-1 "Device front"(1)). The device now ini-
tializes and then runs the initial self-check. The start screen and a progress
bar are depicted on the display during the initial self-check.

AirSealPilot
If the initial self-check was unsuccessful, an error message and information CEAnER.

about how to possibly remedy the problem are displayed. An acoustic warn- —
ing signal is emitted (see 12 "Error and Warning Messages", page 42).

SURGIQUEST

Starting

5. The message Device Ready is shown after the successful initial self-check. An
acoustic signal is emitted and the display depicts Mode Selection.

NOTE!

After the successful initial self-check, factory-new devices will request the user
select a language. Press the desired language.

6. If atube set is connected before the device is switched on, the screen depicts

15
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lot  curerauesT
vert

rsealPilot " gypeiauesT

SurgiQuest Standard « Disposable conventional single lumen tube
Insufflation Tube Set (hereaf-  with standard insufflation filter

ter referred to as Standard
Insufflation Tube Set)

the following message: Remove tube set.
If the gas supply is insufficient, the message Check gas supply is depicted.

7. Press the respective key to choose the desired operating mode (e.g. Smoke
Evacuation Mode).

Press the Information symbol for a short instruction about the desired operating
mode. Tutorials for the three insufflation operating modes are available.

Press the MENU key to return to Mode Selection.

5.5.1 Selecting Operating Mode

Press the corresponding key in Mode Selection to select the desired operating
mode.

The device can be used with three different insufflation operating modes:

1. Standard Insufflation Mode: Traditional insufflation with a conventional sin-
gle-lumen tube and trocar.

2. Smoke Evacuation Mode: Traditional insufflation and smoke evacuation with
a double-lumen bifurcated tube for two conventional trocars.

3. AirSeal Mode: Insufflation with AirSeal® trocar.

5.5.2 Insufflation Tube Sets
Please use different accessories when working in the respective modes.

A conventional tube for Standard Insufflation Mode can be connected to the
front of the device (see Fig. 5-1 "Device front", page 14, (5)). The tube sets for the
operating modes Smoke Evacuation and AirSeal are connected to the filter con-
nection (see Fig. 5-1 "Device front", page 14, (3)).

single lumen tube

SurgiQuest Smoke Evacua-  Disposable insufflation tube set with filter

tion FilterTube Set (hereaf-

ter referred to as Smoke « Double-lumen bifurcated tube, transparent Filter
Evacuation Tube Set) tube for insufflation, blue tube for smoke bifurcated tube
gas evacuation

SurgiQuest AirSeal® Filter Disposable insufflation tube set with filter for

Tube Set (hereafter referred  use with: Filter
to as AirSeal®Tube Set) .
» Triple-lumen tube only for use with AirSeal® tri lumen tube
trocar
SurgiQuest Veress Needle AirSeal-Luer-Lock adapter Veress needle extension tube
Adapter Tube Extension
(hereafter referred to as Ver- + Short section of tube for use with a Veress
ess Needle Tube Extension) needle or traditional trocar with the

AirSeal® tube set connects to
connects to tri lumen tube
Veress needle
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SurgiQuest AirSeal® Blade-
less Optical Tip Trocar (here-
after referred to as Optical
Trocar)

SurgiQuest AirSeal® Blunt
Tip Trocar (hereafter referred
to as Blunt Tip Trocar)

SurgiQuest AirSeal® Cannula
(hereafter referred to as
AirSeal® Cannula)

After pressing the operating mode key, an informational window opens for the
required tube (only for AirSeal and Smoke Evacuation Mode). Insert the tube set
by positioning the filter cannister into the DPIS 2000 Unit and pulling down the
lever (AirSeal and Smoke Evacuation Mode) or by pushing the open side of the
tube set over the Christmas tree connector (Standard Insufflation Mode).

5.5.3 Starting/Stopping Insufflation

Start insufflation:

Press START to start insufflation.

Activated insufflation:

The status line depicts Initial Insufflation. The Initial Insufflation phase remains
in operation until the set nominal pressure has been reached through the insuf-
flation for the first time.

Initial Insufflation

o

WARNING!

For the safety of the patient please fill the tbe set with CO2 gas prior to begin-
ning the insufflation by activating the insufflation for a few seconds and then
turning it off again before introducing the insufflation instrument to the abdo-
men and beginning the surgery.

Stop insufflation:

Press STOP to stop insufflation.

5.5.4 Switching Device Off

Use the ON/OFF switch to turn the device off.

17
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Device ready

Using and Controlling the DPIS 2000 System in its Different
Modes

The device can be used with three different insufflation operating modes (see
5.5.2 "Insufflation Tube Sets"):

1.

3.

Standard Insufflation Mode: Traditional insufflation with a single-lumen
conventional tube and trocar.

Smoke Evacuation Mode: Traditional insufflation and smoke gas evacuation
with a double-lumen bifurcated tube for two conventional trocars.

AirSeal Mode: Insufflation with AirSeal® trocar.

6.1 Standard Insufflation Mode

The Standard Insufflation Mode is intended for use with a standard insufflation
tube set and standard trocars.

Switch device on (consult section 5.5 "Switching Device On", page 15 for ad-
ditional information).

Press the Standard Insufflation Mode key to select this operating mode.

Insert the standard insufflation tube set.

Inserting the standard insufflation tube set

To be carried out by non-sterile technician:

« Open packaging of the standard insufflation tube set.

« Have a sterile technician remove the tube set from the inside of the pack-
age.

To be carried out by sterile technician:

« Keep the distal tube Luer lock connector in the sterile area and hand the
proximal tube end with filter to the non-sterile technician.

« Connect the Luer lock connector with the instrument (e.g. inflow cannula).
Open inflow valve at instrument.

To be carried out by non-sterile technician:

« Insert the insufflation tube set into the insufflation tube set connection at
the front of the device (Christmas tree connector).

Choose desired settings

Setting the nominal flow and nominal pressure (increase/decrease) is possi-
ble during insufflation or while insufflation is stopped.

Setting the nominal flow:

The device features three different flow level rates that can be adjusted in the
user menu (see chapter 8 "User Menu" for additional information):

Level 1-> 5 |/min

Level 2 -> 20 I/min

Level 3 -> 40 I/min

« To set the flow rate, press the key (1), (3) or (®).

Setting the nominal pressure:

Press the key v or a ((5) or (8)) to set the nominal pressure. Values may

range from 5 to max. 20 mmHg and can be adjusted in increments of 1. The
starting value for the pressure can be set in the user menu within a range of
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5-15 mmHg.

« Scrolling is enabled by keeping the ¥ or a key depressed longer than 1.5
seconds.

Safety limit:

When wanting to Increase the nominal pressure to > 15 mmHg, the status

line depicts the message Safety Limit. This is where the recommended range

for the intra-abdominal pressure ends. Pressing the nominal pressure key a

again does not increase the pressure any further. Release the key for 2 sec-

onds. Then a value up to 20 mmHg can be set.

WARNING!
Exceeding this safety limit is to be decided by and the responsibility of the user/
operator.

5. Startinsufflation by pressing the START key.

The status line depicts Initial Insufflation. The Initial Insufflation ends when
the nominal pressure value has been reached for the first time. After the Ini-
tial Insufflation, the flow rate automatically increases to the nominal gas
flow specified for level 3. The status line depicts Insufflating.

NOTE!

For the safety of the patient, it is advised to start insufflation with a Veress can-
nula and at the lowest flow rate (level 1, key (1)). Exchange the Veress cannula
against a conventional trocar once the nominal pressure is reached and the ini-
tial insufflation phase ends.

WARNING!
Always use standard insufflation tube set with filter (see 5.5.2 "Insufflation Tube
Sets”).

DANGER!

Positioning the patient

Always position the patient lower than the device to prevent body fluids from
leaking into the insufflation tube. Actual pressure may increase and fluid may
penetrate the insufflation tube if the patient is repositioned during surgery. If
this occurs, immediately disconnect the insufflation tube. When the patient is
repositioned onto his or her side, internal tissue may block the insufflation chan-
nel. Always insufflate through the elevated side of the patient.

DANGER!

Backflow

Body secretions or contaminated gas may backflow into the device through the
insufflation tube if

¢ afilteris not used,

¢ the actual pressure is higher than the nominal pressure or

¢ the automatic venting valve is activated.

6. Stop insufflation by pressing the STOP key.

When working in the Standard Insufflation Mode, it is advised to work with an
activated venting valve that will automatically release CO, gas in case of an over-
pressure situation. The default mode of the venting valve is ON.

Pressure

o =0

5 L20/0]L v E5 4

Device readv

>
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AirSealPilot
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proximal end

6.2 Smoke Evacuation Mode

The Smoke Evacuation Mode is intended for standard insufflation under simul-
taneous evacuation of smoke from the abdomen as it may occur during the use
of standard ultrasonic, laser and electric energy devices. Use the two-lumen
Smoke Evacuation tube set such as two standard trocars when working in this
mode. The Smoke Evacuation Mode is automatically activated with an abdomi-
nal pressure of over 5 mmHg and a CO, concentration in the abdomen over 80%
if the second trocar is inserted into the abdomen and attached to the evacuation
line of the bifurcated tube (blue-colored tube with blue Luer lock).

1. Switch device on.
If a Smoke Evacuation tube set or an AirSeal® tube set with tri lumen tube is
already inserted at the moment when the device is activated, it will be recog-
nized after the initial self-check of the device and the display depicts the mes-
sage Remove tube set. Remove the tube set from the DPIS 2000 Unit.

2. Press the Smoke Evacuation Mode key.

3. Insert the Smoke Evacuation tube set with bifurcated tube.

Inserting the Smoke Evacuation tube set

To be carried out by non-sterile technician:

» Open packaging of the Smoke Evacuation tube set.

« Have a sterile technician to remove the tube set from the inside of the
package.

To be carried out by sterile technician:

« Keep the luer lock connectors of the distal bifurcated tube in the sterile
area and hand the proximal tube end connected to the filter to the non-
sterile technician.

« Connect the clear Luer lock connector of the bifurcated tube with the con-
ventional trocar. Open the inflow valve.

« If additional trocars are to be attached, connect the blue Luer lock connec-
tor of the bifurcated tube to a different conventional trocar.

To be carried out by non-sterile technician:

« Insert the Smoke Evacuation filter housing into the receptacle at the front
of the device. Use the lever to lock the filter housing in place or to unlock
and release it.

NOTE!

If the inserted tube set does not match the selected mode, a corresponding text
is displayed (Automatic Tube Detection). Exchange the tube set or choose the
corresponding mode to the tube set.

NOTE!

If a Smoke Evacuation or AirSeal® tube set is inserted into the device before the
desired mode key is pressed, the respective surgery mode corresponding to the
set opens at once.
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4. Choose desired settings

Setting the nominal flow and nominal pressure (increase/decrease) is possi-

ble during insufflation or while insufflation is stopped.

Setting the nominal flow:

The device features three different flow level rates that can be adjusted in the

user menu (see chapter 8 "User Menu" for additional information):

Level 1-> 51/min

Level 2 -> 20 I/min

Level 3 -> 40 I/min

« To set the flow rate, press the key (1), (3) or (®).

Setting the nominal pressure:

Press the key v or a ((6) or (8)) to set the nominal pressure. Values may

range from 5 to max. 20 mmHg and can be adjusted in increments of 1. The

starting value for the pressure can be set in the user menu within a range of

5-15 mmHg.

« Scrolling is enabled by keeping the ¥ or a key depressed longer than 1.5
seconds.

Safety limit:

When wanting to Increase the nominal pressure to > 15 mmHg, the status

line depicts the message Safety Limit. This is where the recommended range

for the intra-abdominal pressure ends. Pressing the nominal pressure key Ao

again does not increase the pressure any further. Release the key for 2 sec-

onds. Then a value up to 20 mmHg can be set.

WARNING!
Exceeding this safety limit is to be decided by and the responsibility of the user/
operator.

5. Startinsufflation by pressing the START key.

The status line depicts Initial Insufflation. The Initial Insufflation ends when
the nominal pressure value has been reached for the first time. After the Ini-
tial Insufflation, the flow rate automatically increases to the nominal gas
flow specified for level 3. The status line depicts Insufflating-Connect blue
Smoke Evacuation tube.

To enable smoke gas evacuation, connect the blue Luer lock of the Smoke
Evacuation bifurcated tube to a second conventional trocar. The smoke gas
evacuation can now be set to Level LOW (evacuation of approx. 4 I/min.) or
Level HIGH (evacuation of approx. 8 I/min.) ((12) or (1%)).

NOTE!

For the safety of the patient, it is advised to start insufflation with a Veress can-
nula and at the lowest flow rate (level 1, key (1)). Exchange the Veress cannula
against a conventional trocar once the nominal pressure is reached and the ini-
tial insufflation phase ends.

6. Stop insufflation by pressing the STOP key.

When working in the Smoke Evacuation Mode, it is possible that body fluids are
extracted from the surgical field over the evacuation line. In order to prevent con-
tamination of the device, these are retained by the fluid trap of the Smoke Evac-
uation tube set filter component. The capacity of the fluid trap is limited. A
warning message will be emitted if the capacity of the fluid trap is reached to
75%. If the fluid trap is full, the Smoke Evacuation function will stop and the mes-
sage Filter contaminated! Smoke Evacuation function stopped! Change tube set
to continue Smoke Evacuation will be depicted.

Insuffiating — Connect blue Smoke Evacuation tube

- _«——ST sroke fescution
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

21



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016
Using and Controlling the DPIS 2000 System in its Different Modes

AN\

Fig. 6-1  AirSeal® System
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6.3 AirSeal Mode

The AirSeal Mode is intended to establish and maintain a pathway of entry for
laparoendoscopic intruments to the field of surgery within laparoscopic proce-
dures. The abdominal pressure is maintained by an air cushion within the Cannu-
la System that allows barrier-free access to the body cavity and that does not
collapse when introducing instruments.

DANGER!
Please read the respective instruction manual before using the AirSeal® trocar.

6.3.1 AirSeal® Optical Obturator and Cannula System

The AirSeal® Optical Obturator and Cannula System is packaged in three config-
urations:

« Optical obturator
« Non-blade obturator
« Blunt obturator with suture anchor

The AirSeal® Optical Obturator and Cannula System is composed of a sterile sin-
gle patient use instrument consisting of an obturator (1) and the cannula (2)
(see Fig. 6-1 "AirSeal® System"). The obturator may be used with or without visu-
alization for primary and secondary insertions.

If the Optical Trocar is being used for primary entry, use of a laparoscope to pro-
vide visualization to enhance safe abdominal entry is advised.

1. Use sterile techniques to remove the instrument from the package.
2. The obturator (1) and the cannula (2) (see Fig. 6.1) are packaged unassem-
bled. Assemble the obturator by inserting the obturator into the cannula un-
til they lock securely together.
3. When using optical obturator
«+ Connect the 0° endoscope to the light supply and monitor (see manufac-
turer's instructions).

« Insert the endoscope into the opening at the proximal end of the obturator
until it reaches the distal tip of the obturator. Secure the endoscope in the
obturator using the scope lock (3) (see Fig. 6.1).

6.3.2 Initial Insufflation

When working in the AirSeal Mode, it is possible to initiate insufflation either
over the open cannula, over the cannula with inserted obturator or over a Veress
needle.

WARNING!

The manufacturer strongly advises to begin the insufflation by using the Veress
needle.

This option is covered in the following passage.
Initial insufflation with Veress needle optical entry

1. Switch device on (consult section 5.5 "Switching Device On", page 15 for ad-
ditional information).

2. Atthe conclusion of the initial self-check, press the AirSeal Mode key to select
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this operating mode.
3. Insert the AirSeal® tube set.

Inserting the AirSeal® tube set

To be carried out by non-sterile technician:

« Open packaging of the AirSeal® tube set.

« Have a sterile technician to remove the tube set from the inside of the
package.

To be carried out by sterile technician:

« Keep the triple-lumen AirSeal® trocar connector in the sterile area and
hand the tube end with filter to the non-sterile technician.
Option a) Initial insufflation with Veress cannula or conventional trocar
(advised)
Use the AirSeal-Luer-Lock adapter to connect the triple-lumen AirSeal®
tube with the Luer lock connector of a conventional Veress cannula or a
conventional trocar (see 5.5.2 "Insufflation Tube Sets"). The Veress adapter
comes connected to the AirSeal® tube set upon delivery.
Option b) Initial insufflation with AirSeal® trocar
Connect the triple-lumen AirSeal® trocar connector with the AirSeal® tro-
car (see 6.3.1 "AirSeal® Optical Obturator and Cannula System").

To be carried out by non-sterile technician:

« Insert the insufflation tube set into the insufflation tube set connection at
the front of the device. Use the lever to lock the insufflation tube set in
place or to release it.

[

NOTE!

If the inserted tube set does not match the selected mode, a corresponding text
is displayed (Automatic Tube Detection). Exchange the tube set or choose the
corresponding mode to the tube set.

NOTE!

If a Smoke Evacuation or AirSeal® tube set is inserted into the device before the
desired mode key is pressed, the respective surgery mode corresponding to the
set opens at once.

4. Continued initial insufflation with Veress needle.

5. Connect the Veress needle single-lumen tube to the distal end of the Veress
needle adapter (AirSeal-Luer-Lock adapter) and insert in accordance with
proper laparoscopic technique.

6. Ensure that the obturator and cannula are properly inserted.

7. Choose desired settings
Setting the nominal flow and nominal pressure (increase/decrease) is possi-
ble during insufflation or while insufflation is stopped.

Setting the nominal flow:
The device features three different flow level rates that can be adjusted in the

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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user menu:
Level 1-> 51/min

Level 2 -> 20 I/min

Level 3 -> 40 I/min

» To set the flow rate, press the key (D), (3) or (9.

Setting the nominal pressure:

Press the key v or A ((5) or (8)) to set the nominal pressure. Values may

range from 5 to max. 20 mmHg and can be adjusted in increments of 1. The

starting value for the pressure can be set in the user menu within a range of

5-15 mmHg.

« Scrolling is enabled by keeping the ¥ or A key depressed longer than 1.5
seconds.

Safety limit:

Increase the nominal pressure to > 15 mmHg, status line depicts the message

Safety Limit. This is where the recommended range for the intra-abdominal

pressure ends. Pressing the nominal pressure key A again does not increase

the pressure any further. Release the key for 2 seconds. Now you can set a val-

ue up to 20 mmHg.

WARNING!
Exceeding this safety limit is to be decided by and the responsibility of the user/
operator.

8. Start insufflation by pressing the START key.

9. The status line depicts Initial Insufflation. The Initial Insufflation ends when
the nominal pressure value has been reached for the first time. After the Ini-
tial Insufflation, the flow rate automatically increases to the nominal gas
flow specified for level 3. The status line depicts AirSeal Activated.

Note that the use of a Veress cannula is automatically detected by the device.
The AirSeal recirculation gas flow is NOT ACTIVATED when performing initial
insufflation in the AirSeal Mode.

NOTE!

For the safety of the patient, it is advised to start insufflation with a Veress can-
nula and at the lowest flow rate (level 1, key (1)). Exchange the Veress cannula
against a conventional trocar once the nominal pressure is reached and the ini-
tial insufflation phase ends.

10.

I. Once the initial insufflation mode is achieved, detach the three-lumen tube
set from the single lumen Veress needle extension tube. Remove the blue
manifold plug from the side of the cannula housing and attach the tri lumen
tube set to the AirSeal® cannula manifold and tighten.

Push the AirSeal Mode button on the device to activate the recirculation gas
flow for building up the air seal.

WARNING!

Should the AirSeal Mode button not be pushed before removing the obturator
from the cannula, the overpressure in the abdomen can not be maintained.
Make sure the recirculation gas flow is activated before removing the obturator.

Il. Once the recirculation gas flow is activated by pushing the AirSeal Mode
button, the obturator can be removed. The air seal will automatically estab-
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lish.

When working in the AirSeal Mode, it is possible that body fluids can be ex-
tracted from the surgical field over the evacuation line and into the filter
housing. In order to prevent contamination of the device, bodily fluid is re-
tained by the fluid trap of the housing component. The capacity of the fluid
trap is limited. A warning message will be emitted if the capacity of the fluid
trap is reached to 75%. If the fluid trap is full, the AirSeal and the Smoke Evac-
uation function will stop and the message Filter contaminated! AirSeal or

Smoke Evacuation function stopped! Change tube set to continue operation

will be depicted.

. Stop insufflation by pressing the STOP key.
. Exchange the tube set as follows:

« Remove the contaminated tube set from the device by pushing the lever up
and pulling the filter component from the receptacle; discharge the used
tube set according to applicable waste conditions;

« Insert new tube set as described above.

25
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7 Safety Functions
71 General Safety Functions

The device is equipped with an automatic venting system.

When the insufflator detects that the nominal pressure was exceeded by more
than 3 to 5 mmHg for longer than 3 to 5 seconds, it automatically activates the
venting system. The status line then depicts Venting Active.

DANGER!
Please note that the automatic venting system is only active if this function was
enabled in the user menu.

DANGER!
The venting rate of the automatic venting system is limited. Always monitor the
actual pressure when using additional insufflation sources.

If the overpressure of 3 to 5 mmHg exists longer than 3 to 5 seconds, the status
line depicts a corresponding message and a warning signal is emitted.

WARNING!
In case of overpressure above 30 mmHg for longer than 5 seconds insufflation is
deactivated.

7.2 Safety Functions in Standard Insufflation Mode and Smoke Evac-
uation Mode

When tube, Veress needle, or AirSeal® trocar are blocked, the message Occlusion
is depicted and a warning signal is emitted. The actual pressure display depicts 0.

When fluid has penetrated the device via the insufflation tube connection, a con-
tamination message is displayed and 3 warning signals. This contamination mes-
sage is repeated with each Start/Stop. It is possible to conclude the currently
ongoing surgery with this device. Insufflation is no longer possible after turning
the device off and back on using the ON/OFF key. This is to prevent cross-contam-
ination.

The display depicts Contamination if you are switching on an already contami-
nated device. The device can no longer be used. The contaminated device has to
be clearly marked as contaminated and sealed in two separate protective layers
of safety foil. Make sure the device can no longer be used until a qualified service
technician conducts the appropriate tests and repairs.

7.3 Safety Functions in AirSeal Mode

The pressure is reduced slowly before the system comes to a complete stop when
stopping the AirSeal insufflation.

If the connection of the AirSeal® filter tube set with the AirSeal® trocar is inter-
rupted or severed, the system stops and the warning Check connection of the
AirSeal tube set is depicted.
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The warning Check for excessive leakage! Must correct condition! is depicted
when the CO, levels drop for 10 seconds. An acoustic warning signal is emitted.
The warning disappears if the CO, level is restored for 1 second or after pressing
the X key.

If the CO, levels drop for 10 seconds, a new warning replaces the first one: Con-
tinued leckage detected! Unit will shut off in 120 seconds and insufflation will
stop!. An acoustic warning signal is emitted. The warning disappears and the
pressure value returns to the previous value once the CO, level is restored.

The following warnings are displayed if the trocar is blocked: Gas exit occluded!
Check position of AirSeal® trocar! An acoustic warning signal is emitted.

7.4 Fill Level Display

The AirSeal® and smoke evacuation tube sets are equipped with fluid sensors to
monitor the fluid level in the filters and to warn users of a possible device con-
tamination.

If the fluid trap of the filter housing is filled to the Low fluid level, a Fill Level
Warning is depicted and an acoustic signal is emitted.

The fill level warning disappears after a few seconds and replaced by Fluid in fil-
ter-Change Cannula position.

If the fluid trap of the filter housing is filled to the High fluid level, a Contamina-
tion Warning is depicted and an acoustic signal is emitted as well.

Press the X key and the contamination warning disappears and is replaced by the
following: Filter contaminated. AirSeal shut down.

The AirSeal® system is now switched off but surgery may continue using Stan-
dard Insufflation Mode. This requires that the obturator is reinserted into the
AirSeal® trocar or the AirSeal® tube is connected with the tube adapter to a con-
ventional trocar after conventional trocar is inserted. If AirSeal trocar is removed,
the surgeon may wish to insert conventional trocars in same entry point.

If fluid is in the fluid trap before starting insufflation, the warnings Fluid in filter!
Change tube set! as soon as the START key is pressed. An OK key is depicted and
a warning signal is emitted as well.

Insufflation cannot be restarted until a new tube set has been inserted.

Low CO2 concentration

Pressure

15

Check for excessive leakage!
Must correct condition!

15

Continued leakage detected!

Unit will shut offin 120 seconds and
insufflation will stop!

sTarr | stop |

Trocar occlusion

Low fluid level

Pressure

Fluid in filter!
Check Cannula position.

If fluid level increases AirSeal System will
shut down. Change tube set!

|sTarr | sTop |

High fluid level

Pressure

15

Filter contami
Air5eal System is shut dos
AirSeal Cannula to maint:

tube set to continue with AirSeal Laparoscopy!

Fluid in filter before surgery

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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8 User Menu
Pressure 4 While insufflation is stopped, press the MENU key to open the user or service
menu.|
AirsealPilot g\ ei0ieT Press the User Menu key to access the user menu. Access to the service menu is

CO2 Manegement

restricted to trained and authorized service personnel.

Device parameters can be changed in the user menu. The following pages pro-
vide an overview as well as a detail description.

»  Operating mede wFactory setting

(MENU) key
User Menu - » Scrvice Menu®
A
AirSeal
5 mmHg 15 mmHg ‘
Back in the operating %
mode. | 3::3::% L b Smoka Evacuation >[5 mmig 15 mmilg
Press (<<<)
St d Insuffiat
A andard Insufflation | ¢ mmHg 15 mmHg

Level 1= 5 I/min;

te 1-20 I/mii
ArSeal Flow Rate 1-20 I/min

hitial hsufflation™ > Level 2= 10 /min;
Flow Rate 5-40 |/min
Level 3« 25 'min;
Flow Rate 20-40 I/min
Level 1= 5 l/min;
> Flow Ratc 1-20 //min
Smoke Evacuation » level 2« 20 Vmin;
»- Gas Flow Rates & o Flow Rate 5-40 I/min
- level 3= 40 Ymin;
Flow Rate 20-40 I/mn
Level 1= § I/min:
> Flow Rate 1-20 I/min
Siandard Insufflation > Level 2= 20 I'min;
> Flow Rate 5-40 I/min
Llevel 3= 40 Ifmin;
Flow Rate 20-40 I/min
Always ON
ArSeal > 4
» Vit nitial
| Insuffiation OFF
AlwaysON
Smoke Evacuanoa ™ lodeld
= VentingValve -
»  With Initial
Insufflation OFF

»  AlwaysON
Standard Insulﬂaho;

»  Withintial ‘

Insufflation OFF |
A0 |
- Lovel 1
Alarm Volume
> levd2
> Audio - > > levd3 ‘

» Level 1

>
General Volume > level2 ‘

» Level 3
Brightness
» Disphy -
1% 75% 99%
> English
> Franais
> languige - > »  Deutwch
»  Espaiol
» Italiano
Software B vio
> Version > 5

“Access only for service technicians
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8.1 Setting First Nominal Pressure

In the user menu, press the Starting Pressure key to access the setting.
Select the desired Starting Pressure for the currently selected insufflation mode.

Press the + or - keys to increase or decrease the nominal pressure.

Insufflation operating mode Factory setting Range

AirSeal Mode 15 mmHg 1-15 mmHg E i
Smoke Evacuation Mode 15 mmHg 1-15 mmHg et
Standard Insufflation Mode 15 mmHg 1-15 mmHg

8.2 Gas Flow Rates

In the user menu, tap the Gas Flow Rates key to access the selection. You can se-
lect one of three gas flow rates for each type of insufflation.

Press the + or - keys to increase or decrease the gas flow.

Insufflation operating mode Range P2 user Menu

AirSeal Mode (Initial Insuffla-  Level 1= 5 I/min (range between 1 and 20) arting

tion) L
Level 2= 20 I/min (range between 5 and 40) o o

S - 40 Ymin
Level 3= 40 I/min (range between 20 and 40)
FlowRate3 | o NN

20 - 40 Vrvin

Smoke Evacuation Mode Level 1=5 I/min (range between 1 and 20)

Level 2= 20 I/min (range between 5 and 40)
Level 3= 40 I/min (range between 20 and 40)
Standard Insufflation Mode Level 1= 5 I/min (range between 1 and 20)
Level 2= 20 I/min (range between 5 and 40)
Level 3= 40 I/min (range between 20 and 40)

8.3 Setting the Venting Controls

In the user menu, tap the Venting key to access the selection. You can select one
of two settings for each type of insufflation.

Insufflation operating

mode P2 uvser Menu
AirSeal Mode With Initial Insufflation OFF (factory setting)
Always ON
Smoke Evacuation Mode With Initial Insufflation OFF (factory setting)
Always ON
Standard Mode With Initial Insufflation OFF (factory setting)
Always ON

8.4 Setting the Alarm Volume

In the user menu, tap the Volume key to access the signal volume selection.

You can select one of three volume levels for the warning signals as well as the
general signals, all in the form of acoustic signals. The selection/setting applies
to all insufflation operating modes.

Press key I, Il or lll to set the desired volume.

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

I (Low)
s verme. [ el Il (Medium)
General Volume W 11l (High) factory setting

8.5 Configuring the Display

ing room.

Factory setting: 75%

8.6 Setting the Language

Select one of five available languages.

@l User Menu i) ' A Language

English (factory settin
i glish (factory g)
French

Espafiol

German
Spanish

ltalian

General signals

I (Low)

Il (Medium) factory setting
11 (High)

Use the Display option to adjust the screen display automatically to the ambient
light conditions within the operating room.

Press the » key in the user menu to open the second page of the user menu; then
press the Display key again to open the brightness setting. Now you can auto-
matically adjust the screen display to the ambient light conditions of the operat-

Select a brightness setting between 1 and 99%.

Press the + or - keys to increase or decrease brightness.

Press the » key in the user menu to open the second page of the user menu; then
press the Language key again to open the language selection.

Press the corresponding language key to select the desired language.

8.7 Checking Software Version

Press the » key in the user menu to open the second page of the user menu; then

m User Menu K S press the Software Version key again to open the corresponding display.

The software version is depicted.
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9 Care and Maintenance

Special care is necessary when servicing, maintaining, and storing the device and
its accessories to maintain the functionality of the device and its accessories.

9.1 Cleaning the Device

1. Use the On/Off key to turn the device off.

2. Remove the power cable.

3. Wipe the surface of the device with a soft cloth moistened with the surface
disinfectant (for example Meliseptol® rapid). The concentration of the used
disinfectant depends on the information provided by the manufacturer of
the disinfectant. Make sure moisture does not enter the device.

NOTE!
Do not sterilize the device.

9.2 Annual Inspection

The manufacturer stipulates that qualified personnel or hospital technicians
must regularly test the device to assess its functionality and technical safety. This
inspection has to be carried out once a year. The tests are described in chapter 9
"Care and Maintenance”.

Regular inspections will assist in early detection of possible malfunctions. This
helps preserve the device and increases its safety and service life.

9.3 Maintenance by Authorized Service Technician

An authorized service technician has to inspect and service the device at appro-
priate intervals to ensure the safety and functionality of the unit. The minimum
service interval is two years, depending on frequency and duration of use. If the
service interval is not maintained, the manufacturer does not assume any liabil-
ity for the functional safety of the device.

Assticker located on the rear panel of the device will remind you of the latest date
for the next service or maintenance check.

Authorized service technicians are only trained and certified by the manufactur-
er.

All of the service tasks, such as changes, modifications, repairs, calibrations, etc.
may be carried out only by the manufacturer or manufacturer-approved trained
and skilled technicians.

The manufacturer is not liable for the operational safety of the device if unau-
thorized persons conduct this maintenance or any other service tasks.

Unauthorized opening of the device and repairs performed by unauthorized per-
sonnel or third parties and/or changes or modifications release the manufactur-
er of any liability concerning the operational safety of the device.

Receiving technical documentation from the manufacturer does not authorize
individuals to perform repairs, adjustments, or alterations on the device or acces-
sories/peripherals.

Ask the service technician for a certificate after he or she has inspected the unit
or performed any service tasks. This certificate lists the type and scope of the ser-
vice as well as the date and name of the servicing company together wit the sig-
nature of the service technician.

Manufacturer's specifications

Two-year maintenance interval

Authorized trained personnel

Unauthorized personnel

Liability

Technical documents

Certification
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Fig.9-1  Opening the fuse holder

9.4 Replacing the Fuse

WARNING!
Before replacing the fuse, check the values of the fuse to be inserted acc. to chap-
ter 13 "Technical Data", page 45.

The fuse may be defective and is in need of replacement if:

« displays and LEDs (if available on your equipment) do not light up,
« the device does not function.

Check to make sure

« the main power supply cable is properly connected to the power supply input
and to a safety socket,
« the house power supply fuse is functioning.

DANGER!
Unplug the power cable from the device before checking the fuse.

The device does not have to be opened to replace the fuse.

Switch device off.

Disconnect device from power supply.

Remove power connection cable from mains socket.

The fuse holder is located next to the mains socket.

Remove fuse holder as depicted in Fig. 9-1 "Opening the fuse holder".

A Undo the latch of the fuse holder with a small screwdriver.

B Remove the fuse holder.

C Check fuse.

Insert a new fuse. Use only the specified type of fuse (see chapter 13 "Techni-
cal Data", page 45).

10. Insert the fuse holder until it can be heard snapping into place.

11. Use the power cable to reconnect the shockproof safety socket with the rear
mains socket.

O RNV HWNR
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10 Annual Inspection
Each test conducted has to be documented with date and signature on the test ~ Measured values and tolerances
log.

The following measuring tools and resources were used by the manufacturer to
determine the listed measurements and tolerances:

Manometer Range 0-100 mm Hg, error class 1.6
Syringe 60 ml

Silicone tube 8x2mm

T adapter 8-8-8 mm

Veress cannula length 200 mm

opening diameter 1.4 mm,

inner cannula diameter 1.6 mm

An authorized service technician must check the device if the specified parame-
ters and tolerances are exceeded.

10.1  Safety Test

1. Perform avisual inspection. Make sure that

« the fuse corresponds with the specifications indicated by the manufactur-
er,

- labels and stickers on device are legible,

« the mechanical condition of the device allows for its safe use,

- the device is clean to ensure proper and safe functionality.

Measure leakage currents according to IEC 60601-1 / EN 60601-1.

3. Measure protective conductor resistance according to IEC 60601-1 / EN
60601-1. The protective conductor resistance is measured while device is
connected to the power supply. The max. value is 0.2 Q.

4. Measure the insulation resistance with 500-700 V DC. The min. value is 50
MQ The electric strength with high voltage cannot be measured.

As an alternative, perform safety test according to IEC 62353 / EN 62353.

10.2 Basic Function Test

1. Remove single lumen standard insufflation tube from device.

2. Use the ON/OFF switch to turn the device on. The device now conducts a ini-
tial self-check. A short acoustic signal can be heard. Select Standard Insuffla-
tion Mode as the operating mode.

3. The factory default settings are 15 mmHg for the nominal pressure and 3 I/
min for the nominal flow.

4. The following values are displayed:

Nominal Pressure 15 mmHg
Nominal gas flow rate 3* [mmHg]
Actual pressure 0 [mmHg]
Gas consumption 0 [I]
5. Startinsufflation:
Press the START key.
The following values are displayed: Actual pressure 0 [mmHg]
Initial insufflation is depicted.
Streaming gas can be heard at the insufflation tube connection.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6. Select the max. nominal gas flow.

The following values are displayed:

Nominal gas flow max. value [I/min]

Actual pressure 0 [mmHg]

Insufflating is displayed.

Streaming gas can be heard at the insufflation tube connection.
7. Stop insufflation:

Press the STOP key.

The following values are displayed:

Actual pressure 0 [mmHg]

Gas consumption >0.0 [I]
8. Press the RESET key.

Gas consumption 0.0 [1]
The basic function check of the device is complete.

10.3  Pressure Sensor Test

1. Select Standard Insufflation Mode as the operating mode.
2. Select a nominal gas flow rate of 1.0 I/min. Do not press the START/STOP key.

WARNING!

Never use the syringe to extract gas from the device.

3. Connect a manometer (1) and an air-filled syringe (3) to the insufflation
tube connection (2).

4. Use the syringe to generate a pressure of at least 10 mmHg, which is indicat-
ed on the manometer.
Actual pressure display: 10 +2 [mmHg]

5. Use the syringe to generate a pressure of at least 20 mmHg, which is indicat-
ed on the manometer.
Actual pressure display: 20 +2 [mmHg]

6. Use the syringe to generate a pressure of at least 30 mmHg, which registers
on the manometer.

Actual pressure display: 30 +2 [mmHg]
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10.4 Pressure Monitoring Test

1.
2.
3.

Select Standard Insufflation Mode as the operating mode.

Select a nominal pressure of 15 mmHg and a nominal gas flow of 3 I/min.
Use the syringe to generate a pressure of at least 19 mmHg, which registers
on the manometer.

Start insufflation: Press the START key.

An acoustic warning signal is emitted with a pressure of more than
19 mm Hg (for 5 seconds) and the display depicts Overpressure.

Reduce the pressure.

The warning ends when the pressure falls below 19 mmHg (nominal pressure
plus 4 mmHg).

Stop insufflation: Press the STOP key.

Select a nominal pressure of 29 mmHg.

Use the syringe to generate a pressure of at least 30 mmHg, which registers
on the manometer.

Start insufflation: Press the START key. An acoustic warning sound is emitted
without delay in case pressure exceeds 30 mm Hg and the display then de-
picts Overpressure.

Reduce the pressure.

The warning ends when the pressure falls below 30 mm Hg.

Stop insufflation: Press the STOP key.

10.5 Venting Valve Test

1.
2.

Select a nominal pressure of 15 mmHg and a nominal gas flow of 10 I/min.
Use the syringe to generate a pressure of at least 18 mm Hg, which registers
on the manometer. Start insufflation. The venting valve is activated and the
display depicts Venting system active if pressure exceeds 18 mm Hg (for
3 seconds).

10.6 Max. Device Pressure Test

mmny

3 2
Select Standard Insufflation Mode as the operating mode.
Select the max. nominal gas flow.
Connect a manometer (1) and an open Veress cannula (3) to the insufflation
tube connection (2).
Select the max. gas flow.
Start insufflation:
Press the START key.
The manometer registers a pulsing pressure increase. When the pressure sta-
bilizes, the manometer indicates a maximum pressure between 65 and 75
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mmHg.
6. Stop insufflation:
Press the STOP key.

10.7 Gas Flow Rate Test
Test setup with open connection, without connected insufflation tube.

1. Select a nominal gas flow rate of 15 I/min.
2. Startinsufflation:

Press the START key.
3. Press the RESET key (0.0 | must be depicted).
4. Stop insufflation:

Press the STOP key.
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11 Electromagnetic Compatibility

Medical devices are subject to special precautionary measures concerning elec-  Precautionary measures
tromagnetic compatibility (hereafter abbreviated as EMC).

Medical devices are subject to special safety and protective measures concerning
electromagnetic compatibility (hereafter abbreviated as EMC). This device is to
be used only for the purposes described in the manual and has to be installed, set
up, and operated in compliance with the EMC notes and instructions.

11.1  Impact of Mobile and Portable HF Communication Devices

The emission of high frequency energy by mobile communication devices may
impact the function of the electrical medical device. Operating such devices (e.g.,
cell phones, GPS phones) in the proximity of the electrical medical device is pro-
hibited.

11.2  Electrical Connections

Ar. A

Do not touch electrical connections identified with this warning label. Do not es-
tablish a connection between these plugs and sockets without first implement-
ing precautionary ESD (electrostatic discharge) measures.

The following are ESD precautionary measures: ESD (Electrostatic Discharge) precautionary
measures
« Apply potential equalization (PE), if available on your equipment, to all devices
to be connected.

« Use only the listed equipment and accessories.

Employees have to be informed about and trained in ESD precautionary mea-
sures.

11.3  Accessories (TBD)
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11.4
Emissions

Guidelines and Manufacturer’s Statement - Electromagnetic

The device DPIS 2000 System is intended for use in the electromagnetic environ-
ment specified below. The user/operator of the DPIS 2000 System should make
sure the device is operated within such an environment.

oscillations according
to IEC 61000-3-2

Emission of voltage
fluctuations / flickers
according to IEC 61000-
3-3

In compliance

Emitted interference Compliance |Electromagnetic environment guide-

measurements lines

HF emission according |Group 1 The device DPIS 2000 System uses HF

to CISPR 11 energy solely for its internal func-
tions. Therefore, the camera's HF
emission is very low and it is unlikely
that devices in close proximity will
experience interference.

HF emission according |Class B The device DPIS 2000 System is suit-

to CISPR 11 able for use in all facilities including

. : those in residential areas and those
Emission of harmonic  |Class A

directly connected to a public utility
network supplying buildings used for
residential purposes as well.
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11.5 Guidelines and Manufacturer's Statement - Electromagnetic In-

terference Immunity

The device DPIS 2000 System is intended for use in an electromagnetic environ-
ment as described below. The user/operator of the DPIS 2000 System should

make sure the device is operated within such an environment.

Electromagnetic | Test level Compliance |Electromagnetic envi-
interference ronment guidelines
immunity tests
Discharge of static |+ 6 kV contact  |In compli- Floors should be made
electricity (ESD) discharge ance from wood or concrete
according to + 8 kVair dis- or covered with ceramic
IEC 61000-4-2 charge tiles. If the floor cover-
ing consists of synthetic
material, the relative
humidity should be at
least 30%.
Electrical fast + 2 kV for AC In compli- The quality of the sup-
transients / bursts |power lines ance ply voltage should be
according to +1 kV for input the same as the voltage
IEC 61000-4-4 and output lines of a typical business or
hospital environment.
Surges according |+ 1 kV normal In compli- The quality of the sup-
to IEC 61000-4-5 |mode voltage, ance ply voltage should be
+ 2 kV common the same as the voltage
mode voltage of a typical business or
hospital environment.
Blackouts, brown- |< 5% Ut* (> 95% |In compli- The quality of the sup-
outs, and fluctua- |dipin tLe U;) for |ance ply voltage should be
tions of the power |2 cycle the same as the voltage
supply accordin : of a typical business or
to FI)Epr61000-4-§1 40% Ur (60% dip hospi{gl environment.
in the Uy) for 5 If the user/operator of
cycles. device requires the con-
70% Ut (30% dip tinuation of functional-
in the Ur) for 25 ity after power
cycles. interruptions/disrup-
tions, it is recom-
<5% U (>95% mended to supply the
dip in the Uq)for device with power from
5s an uninterruptible
power supply.
Supply frequency |3 A/m In compli- Magnetic fields of the
magnetic field ance mains power fre-

(50/60 Hz) accord-
ing to IEC 61000-
4-8

quency should comply
with the typical values
of business and hospi-
tal environments.

*Note: Ut is the mains alternating voltage before applying the test levels.
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11.6  Guidelines and Manufacturer's Statement - Electromagnetic In-
terference Immunity - for the Device DPIS 2000 System

Electromagnetic |Test level Compliance Electromagnetic environ-
interference ment guidelines
immunity tests
Conducted HF 3 Ve In compliance |Portable and mobile wire-
interference 1501EHZ to less devices should not be
quantities 80 MHz used in closer proximity to
according to IEC . the device DPIS 2000 Sys-
61000-4-6 3V/m In compliance |tem (including cables/

80 MHz to lines) than the recom-
Radiated HF 2.5 GHz mended safety distance
interference calculated based on the
quantities transmitting frequency
according to IEC and the applicable for-
61000-4-3 mula. Recommended

safety distance:

d = 1.2VP for 150 KHz
to 80 MHz

d = 1.2P for 80 MHz to
800 MHz

d = 2.3P for 800 MHz
to0 2.5 GHz

With P as the rated output
of the transmitter in watts
[W] according to the infor-
mation provided by the
manufacturer of the trans-
mitter and d as recom-
mended safety distance in
meters [m].

The field strength of sta-
tionary transmitters for all
frequencies tested on site
2 should be lower than the
concordance level.

Interference is possible in
the proximity of devices

featuring the following
pictograph.

(+))

Note 1: The higher frequency range applies for 80 and 800 MHz.

Note 2: These guidelines are probably not realizable in all cases. The distribution
and spread of electromagnetic quantities differs depending on the absorption
and reflection of buildings, objects, and people.

2 The field strength of stationary transmitters such as base stations of wireless
phones and cell phones, ham radio operators, AM and FM radio and TV stations
can theoretically not always determined in advance. A study of the installation
site should be considered to determine the electromagnetic environment con-
cerning the stationary transmitter. If the measured field strength at the pro-
posed DPIS 2000 System installation and operation site exceeds the concordance
levels listed above, the DPIS 2000 System should be monitored to document
proper functionality and operation as intended. If unusual performance charac-
teristics are observed, additional measures may be required such as changing ori-
entation or the location of the device DPIS 2000 System.
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b The field strength should be less than 3 V/m for the frequency range of 150 kHz

to 80 MHz.

11.7 Recommended Safety Distances between Portable and Mobile
HF Telecommunications Devices and the DPIS 2000 System

Recommended safety distances between portable and mobile HF telecommu-
nications devices and the DPIS 2000 System

The DPIS 2000 System is intended for use in an electromagnetic environment
where HF interferences are controlled. The user/operator of the DPIS 2000 Sys-
tem can contribute to lowering electromagnetic emissions by complying with
the minimum distance between portable and mobile HF telecommunications
devices (transmitters) and the DPIS 2000 System - depending on the output
power of the communication device listed below.

Rated output of |Safety distance based on the transmitting frequency [m]

[T 5o kHzto80  |80MHzto800 |80 MHzto2.5
MHz MHz GHz
d=1.2VP d=1.2VP d=23VP

0,01 0,12 0,12 0,23

0,1 0,38 0,38 0,73

1 1,2 1,2 2,3

10 3,8 3,8 73

100 12 12 23

The safety distance d in meters [m] for transmitters with a max. rated output not
listed in the table above can be calculated by applying the corresponding formula
in the respective column. P is the max. rated output of the transmitter in watts
[W] according to the information provided by the manufacturer of the transmit-
ter.

Note 1: The higher frequency range applies to 80 and 800 MHz.

Note 2: These guidelines are probably not realizable in all cases. The distribution
and spread of electromagnetic quantities differs depending on the absorption
and reflection of buildings, objects, and people.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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12 Error and Warning Messages
Status line display Information for users displayed in the status display are depicted only temporar-

ily and disappear again after a few seconds.

Information for users |Cause

Initial insufflation! Displayed until the set nominal pressure is
reached.

Insufflating Insufflation is carried out in Smoke Evacuation or
Standard Insufflation Mode.

Device ready Operating mode selected and valid tube inserted.

Insufflation can be started.

Information, error and warning messages Depending on the type of message (error message, warning messages, informa-
tional message), windows with green, yellow, and red frames are depicted.

Informational message  Green frame
Warning message Yellow frame

Error message Red frame

The message windows may feature an OK key, a service key, or no key, depending
on content.

+ OK key: The user must acknowledge the message.

« Service key: Select this key to open the service area.

« No key: Message windows are automatically hidden if certain criteria have
been met (e.g. warming up a device if temperature is too low).

Demo mode! he device is "running” in demo mode. QJSwitch to operating mode.

AirSeal activated! Nominal pressure has been reached. Switch to operating mode.
he device is "running"” in AirSeal mode.

Insufflation stopped! In Smoke Evacuation and Standard Switch to operating mode.
Insufflation Mode. Insufflation stopped
by pressing the STOP key.

AirSeal stopped! AirSeal insufflation stopped by pressing JSwitch to operating mode.
he STOP key.

Connect Smoke Evacuation tube set! Smoke Evacuation mode selected. Insert a valid tube set.
Connect AirSeal® tube set! AirSeal mode selected. Insert a valid tube set.

Venting active! he venting valve is enabled.

Insufflating-connect green Smoke Evac- lInsufflation in Smoke Evacuation mode JConnect a valid tube.
uation tube! started. Evacuation tube not con-
nected.

Warning Messages e fRemew

Demo mode! he device is "running” in demo mode JSwitch to operating mode.
and the START key was pressed.

Invalid code! Incorrect code entered to access the Enter the correct code.
service menu.

Starting....Don't install tube set until Initial self-check is "running." Wait until the initial self-check has com-
self test complete! pleted.

Smoke Evacuation stopped-suction line JEvacuation blocked. Check the evacuation/suction system for
blocked! proper function.

Smoke Evacuation stopped- low pres- Pressure too low. Check for possible leaks.

sure!
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Smoke Evacuation stopped-low CO2

CO2 concentration too low.

Check for possible leaks.

The tube, Veress cannula, or the
AirSeal® trocar has a blockage:

Localize the cause and open/eliminate the
occlusion.

Gas exit occluded! Check position of
irSeal® Trocar!

AirSeal® trocar occlusion.

Check to see the trocar is correctly posi-
tioned in the abdomen.

Fluid in filter! Check trocar position! If
uid level increases, Smoke Evacuation
ill stop! Change tube set!

Low fluid level of the fluid trap in the
filter housing during Smoke Evacua-
tion mode.

Please insert a new tube set.

Fluid in filter! Check trocar position! If
uid level increases, AirSeal will shut
down! Change tube set!

Low fluid level of the fluid trap in the
filter housing during AirSeal mode.

Please insert a new tube set.

Fluid in filter! Change tube set!

Low fluid level of the fluid trap in the
filter housing during AirSeal mode.

Please insert a new tube set.

Filter contaminated! Smoke Evacuation
unction stopped! Change tube set to
continue Smoke Evacuation!

High fluid level of the fluid trap in the
filter housing during Smoke Evacua-
tion mode.

Please insert a new tube set.

Filter contaminated! AirSeal is shut
down! Change tube set to continue with
irSeal!

High fluid level of the fluid trap in the
filter housing during AirSeal mode.

Please insert a new tube set.

Change gas bottle!

Gas bottle pressure 15-30 bar.

Prepare for changing the gas bottle.

Check for excessive leakage!

CO2 < 70% 10 seconds long.

Check for possible leaks.

Change gas bottle! AirSeal will shut
down soon!

Very low gas bottle pressure.

Prepare for changing the gas bottle.

Safety threshold > 15 mmHg!

The pressure monitor shows that the
actual pressure is 15 mmHg above the
safety threshold.

Determine the cause for exceeding the
nominal pressure. Check the electronic
controls of the device if overpressure
exists for a longer period of time.

Filter contaminated! Smoke Evacuation
unction stopped! Change tube set to
continue Smoke Evacuation!

Contamination! Fluid has penetrated

he gas exit! Ongoing surgery can be fin-
ished! Do not use device for next proce-
dure! Contact technical service!

Concentration of the abdominal CO2 is
low! Abdominal pressure is reduced to
12 mmHg. Seal excessive leakage!

High fluid level of the fluid trap in the
filter housing during Smoke Evacua-
tion mode.

The device is contaminated with fluid.

CO2 < 70% 10 second + 30 seconds
long.

Please insert a valid tube.

The device must be checked by an autho-
rized service technician or clearly marked
with a label referring to the contamina-
tion and then twice enclosed in a safety
foil, sealed, and returned to the manufac-
turer for repairs.

Check for possible leaks.

Check gas supply! AirSeal will shut down
after 30s! Abdominal pressure is
reduced to 12 mmHg!

Insufflation gas supply (bottle or house
supply) during AirSeal insufflation.

Check gas supply! Insufflation stopped! Insufﬂ?tion gas supply (bottle or house §Check gas supply.
supply).

Check gas supply! AirSeal is shut down! [Insufflation gas supply (bottle or house §Check gas supply.
supply) during AirSeal insufflation.

Overpressure! Venting active!

Overpressure!

Check connection of AirSeal® tube set!

The actual pressure is above the nomi-
nal pressure.

The actual pressure is 3 mmHg above
the nominal pressure for longer than 5
seconds.

Connection between AirSeal® tube set
and the AirSeal® trocar severed.

Determine the cause for exceeding the
nominal pressure. Check the electronic
controls of the device if overpressure
exists for a longer period of time.

Determine the cause for exceeding the
nominal pressure. Check the electronic
controls of the device if overpressure
exists for a longer period of time.

Check connections between AirSeal® tube
set and AirSeal® trocar.
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Venting valve defective! Defective venting valve. Please contact the service department.

Remove wrong tube set! Connect Smoke [Smoke Evacuation mode selected with JPlease insert a valid tube.

Evacuation tube set! AirSeal® tube set inserted.

Remove wrong tube set! Connect AirSeal mode selected and Smoke Evac- [|Please insert a valid tube.

AirSeal® tube set! uation tube set inserted.

Remove wrong tube set! ube set inserted during initial self- Please remove tube set.
check.

Tube set contaminated! Insert new tube Please insert a valid tube.

set!

Device contaminated! Fluid has pene- Contamination. Please contact the service department.
trated the gas exit. Contact technical
service!

Check gas supply! Insufﬂ?tion gas supply (bottle or house fCheck gas supply.
supply).

Electronic defective! Malfunctions in the electronic system. fRestart the device. If the malfunction or
error occurs again, please contact the ser-
vice department.

Calibration error! he device is not calibrated properly. The device must be re-calibrated. Please
contact the service department.

Sensor defective! Defective pressure sensor. Restart the device. If the malfunction or
error occurs again, please contact the ser-
vice department.

Device temperature error! emperature in device too high. Serious error. Do not use device. Please
contact the service department.

Valve error! Defective valve. Serious error. Do not use device. Please
contact the service department.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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13 Technical Data
Mains voltage range® [V] 115V/230V
Supply frequency range [Hz] 230V 50 Hz
115V 60Hz
Fuse designation? T 10 A, UL-recognized
Power consumption Current [A] Voltage [V] Power consumption
Upper voltage range [VA]
Normal operation 2,5 230 460
Full load 4 230 736
Lower voltage range
Normal operation 5 115 460
Full load 8 115 736
Protection class (I, I1, I11) I
Application part of the type (B, BF, CF) BF
IP code3) 21
Classification® (1, la, I1b, I11) lla

Conformity with the following standards:

EN 60601-1:2006 / IEC 60601-1:2005
EN 60601-1-2:2007 / IEC 60601-1-2:2007

Operating conditions

10to 30°C/ 50 to 86°F
30 to 75% rel. humidity

700 to 1060 hPa air pressure

3000 m max. altitude above sea level for device use

Storage and transportation conditions

-25t0 +70°C /-13 to 158°F
10to 95 % rel. humidity

700 to 1060 hPa air pressure

Max. sound level: tbd

Inlet pressure range 80 bar

Flow volume (range) 40 sl/min.

Adjustable values Pressure [mmHg] 20
Flow [I/min] 1-40

Precision® Pressure [mmHg] +- 1 mmHg
Flow [I/min] +- 2.5 sl/min.

Accuracy® Pressure [mmHg] +- 1 mmHg
Flow [I/min] +- 2.5 sl/min.

Dimensions Width x Height x 420 x 220X 470
Depth [mm

Weight [kg] 27

Interfaces: Service interface (USB port)

Mains power connection (IEC-60320-1 C14)

Software version:

How to determine the software version: See service manual

1. Identification according to IEC 61293; example: 100-240V or 110V/220V

2. Identification necessary if fuse holder is contact part; information about voltage, power, trigger speed, and shutdown ability

required; example: 2x T 3.15 AH, 250 V, UL-recognized

3.See DIN EN 60529, part 9
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4. Acc. to0 93/42/EEC
5. Formerly "repetition accuracy” - describes the reproducibility of a measurement ("internal precision")

6. Degree of match between displayed (actual) and correct (nominal) value; typical info "x% Full Scale”
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14 Accessories (TBD)
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15 Test Log

15.1 TestLog
Date Results Comment Signature
48
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15.2 Return Form

Please fill out this form when returning the device:

Name of owner:

Sales partner:

Address of person returning unit:

Street: House number:

ZIP/Postal code: City:

Country:

IMPORTANT!

Serial number (see identification plate):

Device type:

Description of defect:

Contact Signature Date

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

A
Authorized service technician 4

C

Care and maintenance 4
Certification 31
Contamination 4
Contraindications 7

D
Delivery inspection 11

E

ESD (Electrostatic Discharge) precautionary measures 37
Exclusion of liability 4

F

Federal Law 4

G

Gas supply displays 12

Gas supply with gas bottle 13
Grounding contact 11

H

House gas supply 13

1

Intended use 4

M

Mains connection 11
Manufacturer’s specifications 31
Measured values and tolerances 33
(o]

Only for U.S. operators 11

P
Potential equalization 11
Precautionary measures 37

S

Setting up the device 11

T

Two-year maintenance interval 31

w
Waste management 4
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

14. Sterilization and Shelf Life

Please refer to the attached information regarding the sterilization and shelf

life validation.
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

14. Sterilization and Shelf Life

The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System”) is equipped with the following

single use components that will be supplied sterile:

e AirSeal® Optical Trocar (the “Optical Trocar’)

e Air Seal®” Blunt Tipped Trocar (the “Blunt Tip Trocar”)

e AirSeal” Cannula (the “Cannula”)

e Smoke Evacuation Tube Set (the “Smoke Evacuation Tube Set”)

e AirSeal” Tube Set (the “AirSeal Tube Set”) with attached Veress Needle
Adapter Tube Set (the “Veress Needle Tube Set”)

e Standard Insufflation Tube Set (the “Insufflation Tube Set”)

1. Optical Trocar, Blunt Tip Trocar, Cannula, Smoke Evacuation Tube Set,
Air Seal Tube Set with attached Veress Needle Tube Set

Each Optical Trocar and each Blunt Tip Trocar will be packed and supplied
together with a Cannula in a PETG Blister with Tyvek Lid. Each Smoke Evacuation
Tube Set and each Air Seal Tube Set with attached Veress Needle Tube Set will be
packed and supplied in a double mylar / Tyvek pouch.

1
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
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The Optical Trocar, the Blunt Tip Trocar, the Cannula, the Smoke Evacuation
Tube Set and the AirSeal Tube Set with attached Veress Needle Tube Set will be
supplied sterile by means of gamma radiation. The validation of the sterilization was
completed in connection with the pre-market clearance submissions for the predicate
devices AirSeal Optical Trocar & Cannula System, which have been cleared by FDA
(k092504, k083211, k071571) (the “AirSeal Predicate Devices”) and in accordance
with the international standard 1SO 11137 -1, “Sterilization of health care products
- Radiation - Part 1: Requirements for development, validation, and routine
control of a sterilization process for medical devices”, 1SO 11137 -2,
“Sterilization of health care products -- Radiation -- Part 2: Establishing the
sterilization dose” and AAMI TIR 27, “Sterilization of Healthcare Products:
Radiation Sterilization - Substantiation of 25kGY as a Sterilization Dose -
Method VD Max”. A sterility assurance level (SAL) of 10 was achieved. The
Optical Trocar, the Blunt Tip Trocar, the Cannula and the Air Seal® Tube Sets are
identical in design, material and packaging to the trocars, cannula and tube set
available with AirSeal Predicate Devices except for minor dimensional modifications
that do not have any effect on sterilization.

The sterility shelf life for the Optical Trocar, the Blunt Tip Trocar, the
Cannula, the Smoke Evacuation Tube Set and the Air Seal Tube Set with attached

Veress Needle Tube Set is three (3) years. The samples used for stability testing were
2
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

sterilized through two (2) sterilization exposure cycles and also underwent
accelerated aging studies along with parallel real time studies. Testing was
completed in accordance with 1SO11607-1, “Packaging for Terminally Sterilized
Medical Devices”, ASTM-F-1980-02, “Standard for Accelerated Aging of Sterile
Medical Device Packages” and I1SO 11137 -2, “Sterilization of health care
products -- Radiation -- Part 2: Establishing the sterilization dose”. Both
package and product integrity were tested in accordance with these standards.

The Smoke Evacuation Tube Set will be supplied sterile by means of gamma
radiation. The validation of the sterilization will be completed in accordance with
ISO 11137 -1 “Sterilization of health care products - Radiation - Part 1:
Requirements for development, validation, and routine control of a sterilization
process for medical devices” and AAMI TIR 27:2001 “Sterilization of Healthcare
Products: Radiation Sterilization - Substantiation of 25kGY as a Sterilization
Dose - Method VD Max. The sterility shelf life for the Smoke Evacuation Tube Set
will be three (3) years. Stability testing will be performed using samples that will be
sterilized through two (2) sterilization exposure cycles and will also undergo
accelerated aging studies along with parallel real time studies. Testing will be
completed in accordance with 1SO11607-1, “Packaging for Terminally Sterilized
Medical Devices” and ASTM-F-1980-02, “Standard for Accelerated Aging of
Sterile Medical Device Packages”. Both package and product integrity will be

tested in accordance with these standards.
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2. Insufflation Tube Set

The Insufflation Tube Set of the DPIS 2000 System will be packed and
supplied in a soft Tyvek blister covered with PA/PE foil.

The tubing of the Insufflation Tube Set for use with the DPIS 2000 is identical
in material to the tubing of the insufflation tube set that has been cleared by FDA as
an accessory to the predicate device 45 L CORE Insufflator F114 (k063367), -
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validation is also valid for the Insufflation Tube Set of the DPIS 2000 System. -

materials of the Insufflation Tube Set consist

of ETO-non absorbable materials. Therefore these materials have no effect on the
sterilization process.

The validation of the sterilization was made in accordance with the
international standard 1SO 11135-1, “Sterilization of health care products -
Ethylene Oxide — Part 1: Requirements for the development, validation, and
routine control of a sterilization process for medical devices”. The maximum
levels of residual gas were determined in accordance with the FDA recognized
standard 1SO 10993-7, “Biological Evaluation of Medical Devices — Part 7:

Ethylene Oxide sterilization residuals”. Residual ethylene oxide (EO) and ethylene

4
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chlorohydrin (ECH) data shows that the limit of EO < 5 mg / 10 days and ECH < 5
mg / 10 days that remain on the tube set will not be exceeded. A sterility assurance
level (SAL) was < 10°.

The sterility shelf life for the Insufflation Tube Set will be three (3) years.
The samples to be used for stability testing will be sterilized through two (2)
sterilization exposure cycles and also undergo accelerated aging studies along with
parallel real time studies. Testing will be done in accordance with 1SO11607-1,
“Packaging for Terminally Sterilized Medical Devices” and ASTM-F-1980-02,
“Standard for Accelerated Aging of Sterile Medical Device Packages”. Both

package and product integrity will be tested in accordance with these standards.

5
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15.  Biocompatibility

Please refer to the attached information about the biocompatibility evaluation.

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

1. AirSeal® Trocars and Cannula

The only components of the SurgiQuest AirSeal® Optical Trocar & Cannula
System with integrated Insufflator DPIS 2000 (the

into short term direct tissue contact are th

The Cannula consists of medical grade _ has

been well characterized chemically and physically in the published literature and has

a long history of safe use with regards to biocompatibility. In addition, the Cannula
of the proposed device is identical in material and manufacturing to the cannula of the
predicate AirSeal Optical Trocar & Cannula Systems (k092504, k083211 and
k071571) (the “AirSeal Predicate Devices”).

The tip and the shaft of the Optical Trocar consist of medical grade
— and medical grade stainless steel, respectively. The O-Ring located on
the shaft consists of medical grade silicone. Like _ medical grade
stainless steel and medical grade silicone have been well characterized chemically
and physically in the published literature and have a long history of safe use with
regards to biocompatibility. In addition, the Optical Trocar of the proposed device is
identical in material and manufacturing to the trocar of the AirSeal Predicate Devices.

The tip and the shaft of the Blunt Tip Trocar consist of medical grade

and the O-Ring located on the shaft consists of medical grade silicone.
The fixation device consists of medical grade _medical grade stainless
steel, medical grad. and medical grade silicone. All above listed materials have

been well characterized chemically and physically in the published literature and have

1
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a long history of safe use with regards to biocompatibility. In addition, each of the
Blunt Tip Trocar and the fixation device of the proposed device are identical in
material and manufacturing to the blunt tipped trocar and fixation device of the
AirSeal Predicate Devices.

Finally, cytotoxicity, irritation and hypersensitivity testing following GLP
with the cannula, the optical trocar, the blunt tipped trocar and fixation device of the
AirSeal Predicate Devices in accordance with the FDA recognized standard 1SO
10993-5, “Biological Evaluation of Medical Devices — Part 5: Tests for InVitro
Cytotoxicity”, 1SO 10993-10, “Biological Evaluation of Medical Devices — Part
10: Tests for Irritation and Delayed Type Hypersensitivity”, and 1SO 10993-12,

“Biological Evaluation of Medical Devices — Part 12: Sample Preparation and

Reference Material” has been performed by _

2. Smoke Evacuation Tube Set and AirSeal Tube Set with attached Veress
Needle Adapter Tube Set, Standard Insufflation Tube Set

The only components of both the Smoke Evacuation Tube Set and the AirSeal
Tube Set with attached Veress Needle Adapter Tube Set that come into short term

indirect contact with the patient are the filter housing, the filters and the tubing,

which consist of the following medical grade materials:

2
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All the above listed materials have been well characterized chemically and
physically in the published literature and have a long history of safe use with regards
to biocompatibility. In addition, the AirSeal Tube Set with attached Veress Needle
Adapter Tube Set is identical in material and manufacturing to the tube set of the
Tube Set of the AirSeal Predicate Devices.

Finally, cytotoxicity, irritation and hypersensitivity testing following GLP
with the tube set of the AirSeal Predicate Devices in accordance with the FDA
recognized standard 1SO 10993-5, “Biological Evaluation of Medical Devices —
Part 5: Tests for InVitro Cytotoxicity”, 1SO 10993-10, “Biological Evaluation of
Medical Devices — Part 10: Tests for |Irritation and Delayed Type
Hypersensitivity”, as amended 2006 and 1SO 10993-5, “Biological Evaluation of
Medical Devices — Part 12: Sample Preparation and Reference Material” has
been performed by R

The ISO 10993 tripartite testing sighted above will be conducted on the
Smoke Evacuation Tube Set.

The components of the Insufflation Tube Set for the DPIS 2000 System that
come into indirect short term contact with the patient are the filter, the tubing, the

Luer Lock connectors and the suction connector and consist of the following medical

grade plastic and glass fiber materials:

All the above listed materials have been well characterized chemically and
physically in the published literature and have a long history of safe use with regards
to biocompatibility.

3
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16. Software

Please refer to the attached Software Documentation for the proposed device.

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

Please refer to the attached software documentation for the insufflation,
recirculation and filtration unit of the DPIS 2000 System (the “DPIS 2000 Unit”) of
the proposed device. The software development was performed in accordance with

e

As described in the attached software documentation the software for device presents
a- level of concern as defined in FDA’s Guidance for the Content of
Premarket Submissions for Software Contained in Medical Devices, issued on May
11, 2005 (“Software Guidance Document”).

[Accordingly, the software documentation of the DPIS 2000 Unit includes the
following chapters as required for a software-controlled device that presents a-
level of concern: (1) Software Description, (2) Device Hazard Analysis, (3) Summary
of Software Requirements Specification (SRS), (4) Traceability Analysis, (5)
Verification, Validation Documentation, (6) Revision Level History, (7) Unresolved
Anomalies (Bugs), and (8) the Release Version Number. Please refer to the software

documentation attached hereto as Attachment 1.]

The device hazard analysis is provided in form of a risk analysis in
accordance with the consensus standard ISO 14971, “Medical Devices - Application

of risk management to medical devices”. Please refer to the risk analysis attached

hereto as Attachment 2. In addition, please refer to the_
IR . hrcto a5 Attachment 3

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 2

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

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

This section does not apply.

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 does not apply.

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

Please refer to the attached Forms FDA-3654 for all standards referenced in
this submission.

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 references
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
IIEC 60601-1, Medical Electrical Equipment - Part 1: General Requirements for Safety

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens X ]
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ # 5.4

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene X [

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/spr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 references
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
AAMI TIR 28, Product adoption and process equivalency for ethylene oxide sterilization

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens ] X
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene [ X

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees 4 O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 references
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 - F1980-02, Standard for Accelerated Aging of Sterile Medical Device Packages

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens ] X
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene [ X

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees 4 O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnd under EQIA anl 1est #2041 R_an-'\7; nnllznoﬂ‘ne‘??\r\?vﬁ%BMBANP(\Q)%JDOG%?\O{ Expiration Date: 8/31/10

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 references
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
110993-7, Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide
Sterilization Residuals

Please answer the following questions Yes No
IS this standard reCOgNIZEA DY FDA 22.........ouieeeeeeeeeeeeeeeeeeee e eeee et ee e ee s enen s X ]
FDA Recognition numbers ............................................................................................................................................................................................ # 14_193

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvoeveeeeeeeseeeseseseeeseeeeseeeeeeeeseseeeeeeeeeseseee s e e e eseeee s eeee e eees e ee e e e e e e e e s eeees e eeeeeseees e eeese e = [

Is a summary report * describing the extent of conformance of the standard used included in the
3019 2RO ] D

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEIAINS 10 thiS HEVICE? .eeiiii i e e e e e s e e e e e e e e e s st e e e e e e aaeessaaaabeeeeessesnntaseeeeeeeseanns

[

X
[

Does this standard include acCeptanCe CrLEIHAT ........ccvuviiiiiee e e e e e e e e nnrereeeeee s
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?...........ccococeeiiiiiiiniienens
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............ccccceee i,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccocciiiiiiiiiniiineenn
If yes, report these deviations or adaptations in the summary report table.

o) o (ogy o
X X [OX X

Were there any exclusions from the Standard? ..............oooo e
If yes, report these exclusions in the summary report table.

. 6 . . . .
Is there an FDA guidance that is associated with this standard?..............cccceriii e [] X
If yes, was the guidance document followed in preparation oOf this 510K?..........ccovviiiiiiiieeeeiiiiiciiieeee e ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/sFripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

o

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
ISO 10993-5, Biological Evaluation of Medical Devices — Part 5: Tests for InVitro Cytotoxicity

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens X ]
FDA ReCOgnitiOﬂ number 1< TP P TP RPPTPRRINE # 2.153

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene X [

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnd under EQIA anl 1est #2041 R_an-'\7; nnllznoﬂ‘ne‘??\r\?vﬁ%BMBANP(\Q)%JDOG%?\O{ Expiration Date: 8/31/10

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 references
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
ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and
delayed-type hypersensitivity

Please answer the following questions Yes No
IS this standard reCOgNIZEA DY FDA 22.........ouieeeeeeeeeeeeeeeeeeee e eeee et ee e ee s enen s X ]
FDA Recognition number 3 ............................................................................................................................................................................................ # 2-152

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvoeveeeeeeeseeeseseseeeseeeeseeeeeeeeseseeeeeeeeeseseee s e e e eseeee s eeee e eees e ee e e e e e e e e s eeees e eeeeeseees e eeese e = [

Is a summary report * describing the extent of conformance of the standard used included in the
3019 2RO ] D

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEIAINS 10 thiS HEVICE? .eeiiii i e e e e e s e e e e e e e e e s st e e e e e e aaeessaaaabeeeeessesnntaseeeeeeeseanns

[

X
[

Does this standard include acCeptanCe CrLEIHAT ........ccvuviiiiiee e e e e e e e e nnrereeeeee s
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?...........ccococeeiiiiiiiniienens
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............ccccceee i,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccocciiiiiiiiiniiineenn
If yes, report these deviations or adaptations in the summary report table.

o) o (ogy o
X X [OX X

Were there any exclusions from the Standard? ..............oooo e
If yes, report these exclusions in the summary report table.

. 6 . . . .
Is there an FDA guidance that is associated with this standard?..............cccceriii e [] X
If yes, was the guidance document followed in preparation oOf this 510K?..........ccovviiiiiiiieeeeiiiiiciiieeee e ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/sFripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

o

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
ISO 10993-12, Biological evaluation of medical devices -- Part 12: Sample preparation and reference materials

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens X ]
FDA ReCOgnitiOﬂ number 1< TP P TP RPPTPRRINE # 2.135

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene X [

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
EN 980, Graphical Symbols for use in the labeling of medical devices

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens ] X
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene [ X

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees 4 O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
ISO 7000, Graphical symbols for use on equipment

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens ] X
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene [ X

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees 4 O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
EN 60417, Graphical Symbols for use in the labeling of medical devices

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens ] X
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene [ X

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees 4 O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnd under EQIA anl 1est #2041 R_an-'\7; nnllznoﬂ‘ne‘??\r\?vﬁ%BMBANP(\Q)%JDOG%?\O{ Expiration Date: 8/31/10

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 references
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
IIEC 60601-1-2, Medical Electrical Equipment - Part 1-2: General Requirements for Safety - Collateral Standard: Electromagnetic Compatibility -
Requirements and Tests

Please answer the following questions Yes No
IS this standard reCOgNIZEA DY FDA 22.........ouieeeeeeeeeeeeeeeeeeee e eeee et ee e ee s enen s X ]
FDA Recognition number 3 ............................................................................................................................................................................................ # 5-53

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvoeveeeeeeeseeeseseseeeseeeeseeeeeeeeseseeeeeeeeeseseee s e e e eseeee s eeee e eees e ee e e e e e e e e s eeees e eeeeeseees e eeese e = [

Is a summary report * describing the extent of conformance of the standard used included in the
3019 2RO ] D

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEIAINS 10 thiS HEVICE? .eeiiii i e e e e e s e e e e e e e e e s st e e e e e e aaeessaaaabeeeeessesnntaseeeeeeeseanns

[

X
[

Does this standard include acCeptanCe CrLEIHAT ........ccvuviiiiiee e e e e e e e e nnrereeeeee s
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?...........ccococeeiiiiiiiniienens
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............ccccceee i,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccocciiiiiiiiiniiineenn
If yes, report these deviations or adaptations in the summary report table.

o) o (ogy o
X X [OX X

Were there any exclusions from the Standard? ..............oooo e
If yes, report these exclusions in the summary report table.

. 6 . . . .
Is there an FDA guidance that is associated with this standard?..............cccceriii e [] X
If yes, was the guidance document followed in preparation oOf this 510K?..........ccovviiiiiiiieeeeiiiiiciiieeee e ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/sFripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

o

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
ISO 14971: Medical Devices - Application of risk management to medical devices

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens ] X
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene [ X

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees O 4
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e Ll X
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnd under EQIA anl 1est #2041 R_an-'\7; nnllznoﬂ‘ne‘??\r\?vﬁ%BMBANP(\Q)%JDOG%?\O{ Expiration Date: 8/31/10

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 references
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
ISO 11137-1, Sterilization of health care products - Radiation - Part 1: Requirements for development, validation, and routine control of a sterilization
process for medical devices

Please answer the following questions Yes No
IS this standard reCOgNIZEA DY FDA 22.........ouieeeeeeeeeeeeeeeeeeee e eeee et ee e ee s enen s X ]
FDA Recognition numbers ............................................................................................................................................................................................ # 14_297

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvoeveeeeeeeseeeseseseeeseeeeseeeeeeeeseseeeeeeeeeseseee s e e e eseeee s eeee e eees e ee e e e e e e e e s eeees e eeeeeseees e eeese e = [

Is a summary report * describing the extent of conformance of the standard used included in the
3019 2RO ] D

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEIAINS 10 thiS HEVICE? .eeiiii i e e e e e s e e e e e e e e e s st e e e e e e aaeessaaaabeeeeessesnntaseeeeeeeseanns

[

X
[

Does this standard include acCeptanCe CrLEIHAT ........ccvuviiiiiee e e e e e e e e nnrereeeeee s
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?...........ccococeeiiiiiiiniienens
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............ccccceee i,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccocciiiiiiiiiniiineenn
If yes, report these deviations or adaptations in the summary report table.

o) o (ogy o
X X [OX X

Were there any exclusions from the Standard? ..............oooo e
If yes, report these exclusions in the summary report table.

. 6 . . . .
Is there an FDA guidance that is associated with this standard?..............cccceriii e [] X
If yes, was the guidance document followed in preparation oOf this 510K?..........ccovviiiiiiiieeeeiiiiiciiieeee e ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/sFripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

o

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
ISO 11137 -2, Sterilization of health care products -- Radiation -- Part 2: Establishing the sterilization dose

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens X ]
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ # 14-225

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene X [

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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
ISO 11137 -3, Sterilization of health care products - Radiation - Part 3: Guidance on dosimetric aspects

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens X ]
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ # 14-298

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene X [

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnr{ under EQIA anl 1est #2041 R_Q(\R7; Pnl':nonrglne\PB\r\?vfa%BMBn’\rlwono)%J?%(_)a%o‘T‘ Expiration Date: 8/31/10

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 references
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 "
AAMI-TIR27, Sterilization of Healthcare Products: Radiation Sterilization - Substantiantion of 25kGY as a Sterilization Dose - Method VD Max

Please answer the following questions Yes No
IS this standard reCOGNMIZEA DY FDA 22 ........oeeeeeeeeeeeeeeeeeeet e e ee et ev s e et et ee et s e e e en s s e et eeen s senens ] X
FDA ReCOgnitiOﬂ number3 ............................................................................................................................................................................................ #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvooeveeeeeeeeeemeeeseeeseeseeseeeeseeeeeseeeeeseeeeesseee e s e s e eeee s ee e e eses e es e e e e s ee e e s es e eee e eeee e eeeseeene X [

Is a summary report * describing the extent of conformance of the standard used included in the
30 2O ] 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

PEIAINS 10 thiS AEVICE? ...ttt e et e e e st bt e e e st b e e e e abe e e e abbe e e e ebbe e e e ennees O
Does this standard include acCeptanCe CrIEIAT ........c.uuuiiiiiei et a e e e e e e e X L]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cccccccceeiiiiiiiienennnn, ] S
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .............ccccccei s L] X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?..................... ] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?.......cccccoiiiiinnnns 0 %4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StANCANA? .........c..cceeiieiie ittt ere e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . D |Z|
Is there an FDA guidance that is associated with this standard?............cccccccee i
If yes, was the guidance document followed in preparation of this 510K?...........ccccevvervirereireriererierecieeeienans ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/scr|pts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); ¢ The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnd under EQIA anl 1est #2041 R_an-'\7; nnllznoﬂ‘ne‘??\r\?vﬁ%BMBANP(\Q)%JDOG%?\O{ Expiration Date: 8/31/10

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 references
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
ISO 11135-1, Sterilization of health care products —Ethylene Oxide — Part 1: Requirements for the development, validation, and routine control of a
sterilization process for medical devices

Please answer the following questions Yes No
IS this standard reCOgNIZEA DY FDA 22.........ouieeeeeeeeeeeeeeeeeeee e eeee et ee e ee s enen s X ]
FDA Recognition numbers ............................................................................................................................................................................................ # 14_228

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvoeveeeeeeeseeeseseseeeseeeeseeeeeeeeseseeeeeeeeeseseee s e e e eseeee s eeee e eees e ee e e e e e e e e s eeees e eeeeeseees e eeese e = [

Is a summary report * describing the extent of conformance of the standard used included in the
3019 2RO ] D

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEIAINS 10 thiS HEVICE? .eeiiii i e e e e e s e e e e e e e e e s st e e e e e e aaeessaaaabeeeeessesnntaseeeeeeeseanns

[

X
[

Does this standard include acCeptanCe CrLEIHAT ........ccvuviiiiiee e e e e e e e e nnrereeeeee s
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?...........ccococeeiiiiiiiniienens
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............ccccceee i,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccocciiiiiiiiiniiineenn
If yes, report these deviations or adaptations in the summary report table.

o) o (ogy o
X X [OX X

Were there any exclusions from the Standard? ..............oooo e
If yes, report these exclusions in the summary report table.

. 6 . . . .
Is there an FDA guidance that is associated with this standard?..............cccceriii e [] X
If yes, was the guidance document followed in preparation oOf this 510K?..........ccovviiiiiiiieeeeiiiiiciiieeee e ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/sFripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

o

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records prnr‘nccnd under EQIA anl 1est #2041 R_an-'\7; nnllznoﬂ‘ne‘??\r\?vﬁ%BMBANP(\Q)%JDOG%?\O{ Expiration Date: 8/31/10

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 references
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
110993-7, Biological Evaluation of Medical Devices - Part 7: Ethylene Oxide
Sterilization Residuals

Please answer the following questions Yes No
IS this standard reCOgNIZEA DY FDA 22.........ouieeeeeeeeeeeeeeeeeeee e eeee et ee e ee s enen s X ]
FDA Recognition numbers ............................................................................................................................................................................................ # 14_279

Was a third party laboratory responsible for testing conformity of the device to this standard identified
0 ENE BLO(K)? rvvvoeveeeeeeeseeeseseseeeseeeeseeeeeeeeseseeeeeeeeeseseee s e e e eseeee s eeee e eees e ee e e e e e e e e s eeees e eeeeeseees e eeese e = [

Is a summary report * describing the extent of conformance of the standard used included in the
3019 2RO ] D

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEIAINS 10 thiS HEVICE? .eeiiii i e e e e e s e e e e e e e e e s st e e e e e e aaeessaaaabeeeeessesnntaseeeeeeeseanns

[

X
[

Does this standard include acCeptanCe CrLEIHAT ........ccvuviiiiiee e e e e e e e e nnrereeeeee s
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of the standard?...........ccococeeiiiiiiiniienens
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ............ccccceee i,
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) °?

Were deviations or adaptations made beyond what is specified in the FDA SIS?.........ccocciiiiiiiiiniiineenn
If yes, report these deviations or adaptations in the summary report table.

o) o (ogy o
X X [OX X

Were there any exclusions from the Standard? ..............oooo e
If yes, report these exclusions in the summary report table.

. 6 . . . .
Is there an FDA guidance that is associated with this standard?..............cccceriii e [] X
If yes, was the guidance document followed in preparation oOf this 510K?..........ccovviiiiiiiieeeeiiiiiciiieeee e ] ]
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://ww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

4 The summary report should include: any adaptations used to adapt http:/ww.accessdata.fda.gov/sFripts/cdrh/cfdocs/cfStandards/search.cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are descr bed; www.fda.gov/cdrh/guidance.html
deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

o

FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443- 1000 EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes No [na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

Oyes CNo [JNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE

CONFORMANCE?

dyes CINo [nA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

report. More than one page may be necessary.

information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

* 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

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information, including suggestions for reducing this burden, to:
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

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

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information

FORM FDA 3654(184f@ns? Contact FDA/CDRH/OCE/DID aff@@RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

v

»‘"“c
Food and Drug Administration

Office of Device Evaluation

9200 Corporate Boulevard

Rockville, MD 20850

Premarket Notification [510(k)] Review

Traditional
K103692/51
Date: May 26, 2011
To: The Record Office: ODE
From: Dwight Yen Division: DGRND

510(k) Holder: SurgiQuest, Inc.
Device Name: SurgiQuest AirSeal Optical Trocar and Cannula System with integrated Insufflator DPIS
2000

Contact: Daniel Donovan

Phone: (203) 799-2400 x202

Fax: (203) 799-2401

Email: ddonovan@surgiquest.com

. Purpose and Submission Summary

The 510(k) holder would like to introduce SurgiQuest AirSeal Optical Trocar and Cannula System
with integrated Insufflator DPIS 2000 into interstate commerce.

The sponsor has responded o our deficiency questions dated January 20, 2011.

Ill. Administrative Requirements

Indications for Use bage (Indicaié if: Prescription or O;rC) . . ' X
Truthful and Accuracy Statement ‘ X
510(k} Summary or 510(k) Statement o - . X
Standards Form X

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

B
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IN. Device Description

Yes | No | N/A

Is the device life-supporting or life sustaining? | ! X
Is the device an implant (implanted longer than 30 days)? f box
Does the device design use software? X

Is the device sterile? X

Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user? ! |

The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000 (the “DP{S 2000 System”) consists of the following major components: (1} a
trocar, (2) a cannula, (3) tube sets, and (4) a micro-processor controlled insuffiation,
recirculation and filtration unit (the “DPIS 2000 Unit”). The cannula, trocar and tube sets
are sterile, single-use products. The DPIS 2000 Unit is non-sterile and reusable.

1. The DPIS 2000 System will be available with an optical trocar and a “blunt tipped” trocar,
each for use in the AirSeal Mode only. After insertion of the Optical Trocar or Blunt Tip
Trocar into the Cannula (defined below), the device is inserted into the abdomen. The Blunt
Tip Trocar can be used with or without an accessory device (fixation device) to secure the
Cannuta or entry port in place once entry has been achieved. The Optical Trocar will be
available in 5, 12,ﬁ? diameters and in lengths of 100, 120, and 150 mm. The Blunt
Tip Trocar will be e in 5, 12, or 15 mm diameters and 100 mm in length only.

cannuta will be available in 5, 12, . diameters and in Jengths of 100, 120, and 150

2. The Cannula serves as a port of enti for instruments during laparoscopic surgery. The
mm,

A manifold located on the proximal portion of the Cannula is used for attaching the AirSeal
Tube Set (described below) for insufflation, creation of the gas seal and smoke evacuation.
The manifold incorporates three fluid pathway channels which correspond to the three
lumens of the AirSeal Tube Set described below, e.g., insufflation supply (which is guided
directly into the abdomen for insufflation and pressure measurement), and a supply lumen
and a return lumen for establishment and maintenance of the “pressure barrier. The
SurgiQuest AirSeal incorporates a gas seal technology. As a result, the AirSeal® does not
depend upon rubber mechanical seals employed in existing trocars & cannulae to maintain
abdominal pressure. The seal is created by achieving a state of equilibrium within the bore
of the cannula tube. The same CO, that is used tc insufflate the patient is channeled
through small orifices in the proximal portion of the cannula. The CO,, being directed
longitudinally into the cannula bore, collides and mixes with the mass of CO, gas attempting
to escape from the abdomen as a result of peritoneal pressure behind it. At this point, the
downward flows creates a pressure barrier against the CO, attempting to escape from the
abdomen. This gas is returned to the DPIS 2000 Unit and is filtered before reentering the
internal AirSeal circulation line of the DPIS 2000 Unit. The filtered gas is then circulated to
the Cannula. This circulation of gas to and from the Cannula, which is accomplished within
the DPIS 2000 Unit, results in the “pressure barrier” described above. As a result of the
“pressure barrier”, there is minimal loss of CO; during the insertion and removal of medical

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Yx
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instruments through the cannula. A constant low flow of CO, * IS
delivered to the abdomen through the insufflation lumen to assure a stable

pneumoperitoneum during the operation of the DPIS 2000 System in the AirSeal Mode.

The DPIS 2000 System will be available with the following single use, sterile tube sets: (i)
SurgiQuest AirSeal® Tube Set with attached SurgiQuest Veress Needle Adapter Tube Set;
(i) SugiQuest Smoke Evacuation Tube Set; and (jii) SurgiQuest Standard Insufflation Tube
Set. All tube sets are approximately 10 feet long.

The DPIS 2000 Unit is designed to functicn in one of three (3) separate modes of operation:
(a) Insufflation Mode; (b) AirSeal Mode; or (¢) Smoke Evacuation Mode. In the Insufflation
Mode, the DPIS 2000 System functions exclusively as a traditionaf laparoscopic insufflator
and is used with standard veress needles and/or cannulae and the Insufflation Tube Set. In
the AirSeal Mode, the DPIS 2000 System functions as a traditional [aparoscopic insufftator
in the initial insufflation phase and subsequently used with the AirSeal Tube Set, Trocar and
Cannula to create a “pressure barrier’ or state of equilibrium within the bore of the cannula
tube. This pressure barrier, which is created within the cannula using an uninterrupted flow
of gas, allows the free passage of various tools (scopes, graspers, clip appliers, etc.) into
and out of the abdeminal cavity while at the same time maintaining insufflation pressure (i.e.
pneumoperitoneum) within the abdomen. In the Smoke Evacuation Mode, the DPIS 2000
System functions as a traditional laparoscopic insufflator and is also used with the Smoke
Evacuation Filtered Tube Set and two traditional laparoscopic trocars to filter and evacuate
surgical smoke from the abdomen.

The DPIS 2000 Unit is designed with a tube set recognition feature in the Smoke Evacuation
Mode and AirSeal Mode to ensure the insertion of the proper tube set. In addition, the DPIS
2000 Unit is designed with a gas sensor within the internal circulation line. The gas sensor
monitors the concentration of CO2 in the gas that is returned from the Cannula to the DPIS
2000 Unit while working in the AirSeal Mode. If the CO2 level drops for more than 30
seconds then a visual and acoustic warning is activated and the set abdominal pressure of
the DPIS 2000 Unit is automatically reduced to 12 mmHg and the flow of CO2 delivered to
the abdomen through the insufflation lumen is increased. The DPIS 2000 Unit reverts to the
preset pressure only after the CO2 level is restored. If the leak has not been resolved by the
user within 2 minutes another visual and acoustic warning is activated, 'informing the user
that the insufflation will stop in 2 minutes. If the leak is not resolved within this time, the
insufflation stops.

The DPIS 2000 Unit is also designed with a photo sensor, located in the filter socket of the
DPIS 2000 Unit, for the AirSeal Tube Set and Smoke Evacuation Tube Set (also referred to
as the filter receptacle). In the event of unintended or accidental ingressing of fluid into the
fitter housing is detected, visual and acoustic warnings are activated. Thereafter, the user is
advised to change the tube set and, if the tube set is not replaced, the respective mode
shuts down. .

Indications for Use

The SurgiQuest AirSeal Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic and/or
therapeutic endoscopic procedures to distend a cavity by filling it with gas, to establish
and maintain a path of entry for endoscopic instruments and to evacuate surgical

3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 c‘
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smoke. The trocar of the DPIS 2000 System is indicated for use with or without
visualization. This intended use is similar to the predicates.

lll. Predicate Device Comparison

The DPIS 2000 System is a combination of two previously cleared products. The DPIS
2000 System incorporates into a single system the gas seal technology of the
SurgiQuest AirSeal Optical Trocar & Cannula System that were cleared by FDA on July
30, 2007 (KO71571), on December 15, 2008 (KO83211) and on November 11, 2009
(K092504). The insufflation technology of the 45 L High Flow Insufflator F114,
manufactured by W.O.M. World of Medicine AG, was cleared by FDA on May 23, 2006
(KO63367).

IV. Labeling
Draft package labels and User manual are provided.

V. Sterilization/Shelf Life/Reuse

The trocars and cannula are single use devices that will be supplied sterile. The tube
sets (except the insufflation tubing) are also provided sterile for single use. Method of
sterilization is b}f gamma radiation at 25kGY. Sterility validation is based on ISO 11137-
1 for SAL of 107,

Trocars are packed and supplied together with a cannula in a PETG Blister with Tyvek
Lid. All tubing sets (except the insufflation tubing) are packed and supplied in a double
mylar/Tyvek pouch. Sterility shelf life will be 3 years based on accelerated aging
studies along with real time studies following ASTM F 1980-02 standards for
accelerated aging of sterile medical device packages.

The insufflation tubing is provided sterile by EtO method for single use. The validation
was made in accordance with ISO 11135-1. Maximum residual levels are in
accordance with 1ISO 10993-7 to an SAL of 10°. The device are packed and supplied in
a soft Tyvek blister covered with PA/PE foil. Sterility shelf life will be 3 years based on
accelerated aging studies along with real time studies following ASTM F 1980-02
standards for accelerated aging of sterile medical device packages.

4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 WO
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X, Contact History

1/20/2011 Left message for the sponsor and will send the deficiency questions above by email.

4/22/2011 Left message for the sponsor and will send the follow-up deficiency questions above by
email.

Xlll. Recommendation SE to predicates.

Regulation Number: 21 CFR 884.1730
Regulation Name: Laparoscopic insufflator
Regulatory Class: Class Il

Product Code: HIF and GCJ

“ur N Sletlo

L 4

Yl 2o ity sy

BrancHChief  \ Date

10
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1b(°
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YTV IV
o v,

'/ Food and Crug Adminisiration
( . Office of Device Evalualion &

: , , Office of In. Vitro Diagnostics
el COVER SHEET MEMORANDUM

From: Reviewer Name @ W \ GH YE"\./

Subject: ~ 510(k) Number K\O3La2 (s

Ta: The Record

Please list CTS decision code E i/

I3 Refused.to accept (Note: this is considered the first- re\new cycle, See Screening Checklist

http:Mercom.fda, qovleRoomRequﬂeleDRHSICDRHPremarketNonF cation510kProgram/0 5631!Sc1eemnq“/uZOCheckI\sP/BZO?”/u
202%2007, doc)

11 Hold (Additional laiqrmation-or Telephaone Hold). o ‘
\7£ Final Decisio @- E with Limitations, NSE (select code below), Withdrawn, ete.).

Not Substantially Equivaient (NSE) Codes

{1 NO NSE for lack of predicate

7 NI NSE for new intended use

L NQ NSE for new technolegy that raises new questions of safety and effectiveness
I NP NSE for lack of performance data

13 NC. NSE call for PMAs

7 NS NSE no response

3 NH NSE for ancther reason

| Please cornplete the-folfowing for a-final clearance demslon (i:e., SE, SE W|th leltataons etc)

Indicatlons forUseé, Page Attach IFU

'510(K) Sumimary./510(k) Statement | Attach Summary |
Truthful and Accurate Statement. ' Must be present for a. Final Decision \/r
Is the device Class Ill? | ' V4
If yes, does firm include Class Hl Summary? Must:be present for a Final Deaision '
Does firm reference standards? l/

{If yes, please attach form from http Iwwwy. fda.goviopacomimorechoices/fdaforms/FDA-
654 p_df)

s this-a combination product? /\[
(P!ease specify category see

‘hitp:iferoom:fda. gov/eRoomRea/Flles/C DRH3/CORHPremarketNotification510kProgram/0. 4135/C0O
‘MBINATION%20 RODUCT%ZOALGOR!T. M%ZO;REVJSED%EGS -12:03).00C

15 this & reprocessed singte use device? ' (/

(Guidance for Industiy and FDA Staff - MDUFMA. - Validation Data in 510¢K)s for
Reprocessed Single-Use Medical Devices, http: Ilww fda. govlcdrhlodelgmdancen216 html)

Is‘this device intended for pedlatnc use only?

is this a prescription devnce? (If both-prescription-& OTC, check both boxes. ) \/

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bark? ‘ .

Is clinical data necessary to support the review of this 540(k)? '

Did the applicatlon include a completed FORM FDA 3874, Cemﬂcatlon with Reqwrements of
ChmcafTria!s gov-Data Bank?

- {ifinot, then.apphcant,must be.contacted to obtain comp!eted form.)
-Does this dewce include-an Ammal Tissue Source‘? _ ]
Al Pediatric Patients age<-—21 A ' o _ J

Rev. 5/12/11 ‘
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 considerations are being given to this
group, different from adults age =21 (different device design or testing, different protoco!
procedures, etc.)

Transitional Adolescent B {18 -<= 21; No special considerations 6on_1péred to adults => 21 years '
old) '

Nanotechnology

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC,
Guidance, hitp:/iwww.fda. gov/edrh/compl/guidance/169. html

Regulation Number - Class* Product Code

2433 L HIF Q]

{"If unclassified, see 510(k} Slaff)

Additional Product Codes:

Review:__~ Y M 9. gfq} g 5//273%//
i (Bragch Ghief) (Branch Code) “(Date) '
Final Review: ]A;\q/l /ﬂ pfﬂ ﬁ){ A/

(Division Director) (Date) [’

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 6
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Food and Drug Administration
( Cffice of Device Evaluation &

Office of In Vilro Diagnostics

ALT,
Lon WAL

%

,,,‘m COVER SHEET MEMORANDUM

. \ea
From: Reviewer Name 9 LJ\ GH-T - (gj(\//
Subject:  510(k) Number ' - /\/ /0 g @ 7%/

To: The Record

Please list CTS decision code ZE ! /‘

U Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
htip:#/eroom.ida gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510%Program/Q 5631/Screenmq%ZUCheckllst%207%

/62%2007 doc )
Hold {Additional Information or Telephone Hold).
0 Final Decision {SE, SE with Limitations, NSE, Withdrawn, etc.). .

Please complete the following for a final clearance decision'(l.e., SE, SE with Limitations, etc.);

Indications for Use Page  Attach IFU

510(k) Summary l510(k) Statement Aftach Summary :

Truthful and Accurate Statement Must be present for a Final Decision ' V4 m

Is the device Class 17 ; 4

If yes, 'does firm mclude Class Il Summary'? ~ | Must be present for a Final Decision

Does firm reference standards'? ‘ ,
(If yes, please attach form from http:/Awww.fda.qoviopacom/morechoices/fdaforms/F DA- : N
3654. d ) ‘

Is this a combination product'? , /\(‘ :

{Please specify category see : 8
http./feroom.fda govieRoomReq/Files/CORH3/CDRHPremarketNotification510kProgram/0_413b/CO

MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).D0C

Is this a reprocessed single use device? i

{(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for :

_. Reprocessed Single-Use Medical Devices, hitp:/iwww fda. gov/cdrh/ode/quidance/1216.html)

ls thls dewce mtended for pedlatrlc use only?

- Is thls a prescrlptlon de\nce’? (If both prescrlptlon & OTC, check both boxes )-._ T

Did the application include a completed FORM FDA 3674, Certlflcatlon with Requirements of |
 ClinicalTrials.gov Data Bank? - )

is ciinical data necessary to support the review of this 510(k)?

Did the application include a completed. FORM FDA 3674, Certification with Requirements of
- ClinicalTrials.gov Data Bank?

{If not, then applicant must be contacted to obtain completed form.}

Does this device include an Animal Tissue Source?

Al Pediatric Patients age<=21 T E

Neonate/Newborn (Blrth to 28 days)
R Infant (29 days <2 years old)
Chid (2 years -< 12 years old)

'Adolescent (12 years -< 18 years old)

, -Transmonal Adolescent A (18 - <21 years old) Special considerations are belng given to this
group, different from adults age 221 (different dewce design or testlng, different protocol
1 procedures, etc.) . :

Rev. 7/2/07  Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-:8118 e
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Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years |
old)

Nanotechnoiogy

Is this device subject to the Tracklng Regulanon? {Medical Device Tracking Contact OC.
Guidance, hitp:/iwww.fda.gov/cdrhicomp/guidance/169.html) ‘
Regulation Number Class* Product Code
QI e L HAE
' ("If unclassified, see 510(k) Staff}
Additional Product Codes: G C’S -
‘Review: W P\f {)&.le . GSD@ /ZD/”
' (Brancé Chief) (Branch Code}

Final Review:

(Division Director) {Date)

* Questions?-Contact FDA/CDRH/OCE/DID at CDRHTFOIS.TATUS@fda.Hhs.g'ov or 301-796-%11\8
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é DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k}] Review

Traditional
K103692/81
Date: April 22, 2011
To. The Record Office: ODE
From: Dwight Yen Division: DGRND

510(k) Holder: SurgiQuest, Inc.

Device Name: SurgiQuest AirSeal Optical Trocar and Cannula System with integrated Insufflator DPIS
2000

Contact: Daniel Donovan

Phone: {203} 799-2400 x202

Fax: (203) 799-2401

Email: ddonovan@surgiquest.com

. Purpose and Submission Summary

The 510(k) holder would like to introduce SurgiQuest AirSeal Optical Trocar and Cannula System
with integrated Insufflator DPIS 2000 into interstate commerce.

The sponsor has responded to our deficiency questions dated January 20, 2011.

lll. Administrative Requirements

Yes | No J N/A
Indications for Use page (Indicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
510(k) Summary or 510(k) Statement ' X
Standards Form -- . X

lll. Device Description

Yes | No | N/A

| ls the dev:ce Itfe su.peorttng or Itfe sustatnlng’? ’ i X
Is the dewce an implant (tmplanted longer than 30 days)'? - o X
Does the dewce design use software? X |
Is the device sterile? X

Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

X

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8‘2’@
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The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000 (the “DPIS 2000 System”) consists of the following major components: (1) a
trocar, (2) a cannula, (3) tube sets, and (4) a micro-processor controlled insuffiation,
recirculation and filtration unit (the “DPIS 2000 Unit"). The cannula, trocar and tube sets
are sterile, single-use products. The DPIS 2000 Unit is non-sterile and reusable.

1. The DPIS 2000 System will be available with an optical trocar and a "blunt tipped”
trocar, each for use in the AirSeal Mode only. After insertion of the Optical Trocar or
Blunt Tip Trocar into the Cannula (defined below), the device is inserted into the
abdomen. The Blunt Tip Trocar can be used with or without an accessory device
(fixation device) to secure the Cannula or entry port in place once entry has been
achieved. The Optical Trocar will be available in 5, 12, % diameters and in
lengths of 100, 120, and 150 mm. The Blunt Tip Trocar will be available in 5, 12,.

diameters and 100 mm in length only.

2. The Cannula serves as a port of entry for instruments during laparoscopic surgery.
The cannula will be available in 5, 12, . diameters and in lengths of 100,
120, and 150 mm.

A manifold located on the proximal portion of the Cannula is used for attaching the
AirSeal Tube Set (described below) for insufflation, creation of the gas seal and
smoke evacuation. The manifold incorporates three fluid pathway channels which
correspond to the three lumens of the AirSeal Tube Set described below, e.g.,
insufflation supply (which is guided directly into the abdomen for insufflation and
pressure measurement), and a supply lumen and a return lumen for establishment
and maintenance of the “pressure barrier. The SurgiQuest AirSeal incorporates a
gas seal technology. As a result, the AirSeal® does not depend upon rubber
mechanical seals employed in existing trocars & cannulae to maintain abdominal
pressure. The seal is created by achieving a state of equilibrium within the bore of
the cannula tube. The same CO; that is used to insufflate the patient is channeled
through small orifices in the proximal portion of the cannula. The CO,, being directed
longitudinally into the cannula bore, collides and mixes with the mass of CO; gas
attempting to escape from the abdomen as a result of peritoneal pressure behind it.
At this point, the downward flows creates a pressure barrier against the CO;
attempting to escape from the abdomen. This gas is returned to the DPIS 2000 Unit
and is filtered before reentering the internal AirSeal circulation line of the DPIS 2000
Unit. The filtered gas is then circulated to the Cannula. This circulation of gas to and
from the Cannula, which is accomplished within the DPIS 2000 Unit, results in the
“pressure barrier” described above. As a result of the “pressure barrier”, there is
minimal loss of CO; during the insertion and removal of medical instruments through
the cannula. A constant low flow of CO; is delivered to
the abdomen through the insufflation lumen to assure a stable pneumoperitoneum
during the operation of the DPIS 2000 System in the AirSeal Mode.

2
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3. The DPIS 2000 System will be available with the following single use, sterile tube

sets: (i) SurgiQuest AirSeal® Tube Set with attached SurgiQuest Veress Needle
Adapter Tube Set; (ii) SugiQuest Smoke Evacuation Tube Set; and (iii) SurgiQuest
Standard Insufflation Tube Set. All tube sets are approximately 10 feet long.

The DPIS 2000 Unit is designed to function in one of three (3) separate modes of
operation: (a) Insuffiation Mode; (b) AirSeal Mode; or (c) Smoke Evacuation Mode.
In the Insufflation Mode, the DPIS 2000 System functions exclusively as a traditional
laparoscopic insufflator and is used with standard veress needles and/or cannulae
and the Insufflation Tube Set. In the AirSeal Mode, the DPIS 2000 System functions
as a traditional laparoscopic insufflator in the initial insufflation phase and
subsequently used with the AirSeal Tube Set, Trocar and Cannula to create a
“pressure barrier” or state of equilibrium within the bore of the cannula tube. This
pressure barrier, which is created within the cannula using an uninterrupted flow of
gas, allows the free passage of various tools (scopes, graspers, clip appliers, etc.)
into and out of the abdominal cavity while at the same time maintaining insufflation
pressure (i.e. pneumoperitoneum) within the abdomen. In the Smoke Evacuation
Mode, the DPIS 2000 System functions as a traditional laparoscopic insufflator and
is also used with the Smoke Evacuation Filtered Tube Set and two traditional
laparoscopic trocars to filter and evacuate surgical smoke from the abdomen.

The DPIS 2000 Unit is designed with a tube set recognition feature in the Smoke
Evacuation Mode and AirSeal Mode to ensure the insertion of the proper tube set. In
addition, the DPIS 2000 Unit is designed with a gas sensor within the internal
circulation line. The gas sensor monitors the concentration of COzin the gas that is
returned from the Cannula to the DPIS 2000 Unit while working in the AirSeal Mode.
If the COz level drops for more than 30 seconds then a visual and acoustic warning
is activated and the set abdominal pressure of the DPIS 2000 Unit is automatically
reduced to 12 mmHg and the flow of COz delivered to the abdomen through the
insufflation lumen is increased. The DPIS 2000 Unit reverts to the preset pressure
only after the COz level is restored. If the leak has not been resolved by the user
within 2 minutes another visual and acoustic warning is activated, informing the user
that the insufflation will stop in 2 minutes. If the leak is not resolved within this time,
the insufflation stops. '

The DPIS 2000 Unit is also designed with a photo sensor, located in the filter socket
of the DPIS 2000 Unit, for the AirSeal Tube Set and Smoke Evacuation Tube Set
(also referred to as the filter receptacle). In the event of unintended or accidental
ingressing of fluid into the filter housing is detected, visual and acoustic warnings are
activated. Thereafter, the user is advised to change the tube set and, if the tube set
is not replaced, the respective mode shuts down.

Indications for Use

The SurgiQuest AirSeal Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic and/or
therapeutic endoscopic procedures to distend a cavity by filling it with gas, to establish
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and maintain a path of entry for endoscopic instruments and to evacuate surgical
smoke. The trocar of the DPIS 2000 System is indicated for use with or without
visualization. This intended use is similar to the predicates.

Il. Predicate Device Comparison

The DPIS 2000 System is a combination of two previously cleared products. The DPIS
2000 System incorporates into a single system the gas seal technology of the
SurgiQuest AirSeal Optical Trocar & Cannula System that were cleared by FDA on July
30, 2007 (KO71571), on December 15, 2008 (KO83211) and on November 11, 2009
(K092504). The insufflation technology of the 45 L High Flow Insufflator F114,
manufactured by W.0.M. World of Medicine AG, was cleared by FDA on May 23, 2006
(KO63367).

Iv. Labeling
Draft package labels and User manual are provided.

V. Sterilization/Shelf Life/Reuse

The trocars and cannula are single use devices that will be supplied sterile. The tube
sets (except the insufflation tubing) are also provided sterile for single use. Method of
sterilization is b}’/ gamma radiation at 25kGY. Sterility validation is based on ISO 11137-
1 for SAL of 107,

Trocars are packed and supplied together with a cannula in a PETG Blister with Tyvek
Lid. All tubing sets (except the insufflation tubing) are packed and supplied in a double
mylar/Tyvek pouch. Sterility shelf life will be 3 years based on accelerated aging
studies along with real time studies following ASTM F 1980-02 standards for
accelerated aging of sterile medical device packages.

The insufflation tubing is provided sterile by EtO method for single use. The validation
was made in accordance with ISO 11135-1. Maximum residual levels are in '
accordance with 1ISO 10993-7 to an SAL of 10°. The device are packed and supplied in
a soft Tyvek blister covered with PA/PE foil. Sterility shelf life will be 3 years based on
accelerated aging studies along with real time studies following ASTM F 1980-02
standards for accelerated aging of sterile medical device packages.

VI Biocomiatibiliti

4
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VIIl. Software

Version:

Level of Concern: Minor (should be Moderate based on predicates)

Yes No

Software description:” X
Device Hazard Analysis: i - ‘ x
‘Software Requirements Specifications: T T e
“Architecture Design Chart: [ R !
Design Specifications: Cox !
Traceability Analysis/Matrix: S T w
Develbpmentc - _ ' - x
Verification & Validation Testing: ' . - | x
Revision level history: B R
Unresolved anomalies: - ' L x

VII. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Ref: K0O60723 memo by Jeff Silberberg
Sponsor states that the device will be tested by a 3" party lab according to IEC 60601-1 for electrical
safety and |EC 60601-1-2 for EMC.

VIll. Performance Testing — Bench

Test objectives of the 3 individual tests are:

1. when working in the Standard Insufflation Mode as the basic mode of operation
for the DPIS 2000, set pressures of 10, 15 and 20 mmHg will be reached and
maintained without seeing important pressure rises or drops (test 1,
measurements 1 to 9)

2. the activation of the Smoke Evacuation function will not have any influence on
the device maintaining the set pressure when working in the Smoke Evacuation
Mode (test 2, measurements 10 and 11)

3. the set pressure is reached and accurately maintained when working in the
AirSeal Mode (test 3, measurements 12 to 21)

A dummy abdominal model was used in clinical simulation. Twenty measurements
were made. The results showed the device reaching stable abdominal pressure

5
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conditions and maintaining desired pressures in all 3 modes.

Lacking bench performance testing of safety features?

IX. Performance Testing - Animal None

X. Performance Testing — Clinical None

XI. Deficiencies

6
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XIt. Contact History

1/20/2011 Left message for the sponsor and will send the deficiency questions above by email.

4/22/2011 Left message for the sponsor and will send the follow-up deficiency questions above by
email.

Xlll. Recommendation

This submission should be placed on hold pending responses to the follow-up
deficiencies (see attached Memo dated April 22, 2011).

Regulation Number: 21 CFR 884.1730
Regulation Name: Laparoscopic insufflator
Regulatory Class: Class Il

Proguct Code: HIF and GCJ

?V":Q‘/\’S\j“/‘/ U( (Z?/(Zo | \

Reviewer Date

P\T Lfsm-e,& ‘-{ !z,p} I

Date '

-~
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Date: April 22, 2011
To:  Daniel Donovan
From: Dwight Yen

Subject: 510(k) for the SurgiQuest AirSeal Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000 (K103692)

Per my phone message, here are the follow-up deficiency questions on this submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-831}3
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I will place this submission on hold pending your response with the requested
information. You will receive a separate written notification that you have 30 days to
respond to this request for additional information. If you need more than 30 days to
provide a full and complete response, you should submit a request for an extension of
time to Document Mail Center (HFZ 401). For further information on how to apply for
an extension and for general 510(k) information, please visit the FDA Website at:
http://www.fda.gov/cdrh/devadvice/31435 html#link_6

If you have any questions or need additional clarification, please contact me at (301) 796-
6401.

2
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Y, COVER SHEET MEMORANDUM

%d
£ Food and Brug Adminisiration
7;_ ( . Office of Device Evaluation &

Office of In Vitro Diagnostics

o Y, —\
From: - Reviewer Neme .—_‘./‘U\GH { {!—Zv’\/
Subject:  510{k) Number i( [O 3l ??\ '

To: The Record

Please list CTS decision code Ai :
(J Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

htlp:fleroom.fda.qovleRoomRequiie_leDRHSICDRHPremarkelNoliﬁcationS10kProqramIO 5631/Screening%20Checklist%207%

202%2007 doc )
Hold (Additional Information or Telephone Hold).
' Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the follo\zving for a final clearance decision (i.e., SE, SE with Limitations, etc.'):-
Indications for Use Page ) Aftach IFU

510() Summary /5100 Statement

| Attach Summary VA
| Truthfui and Accurate Statement.

Is the device Class 1117 T e -

Is this @ combination product? .
{Please specify category lﬂ see , o
httg:ﬂeroom.fda.govleRoomReglFilels!CDRHSICDRHPremarketNotiﬂcation510kProgramIO 413b/CO -
MBINATiON%ZOPRODUCT%ZOALGORITHM%ZOrREVISED°16203-12-03).DOC .
Is this a reprocessed single use device? ) C : P
(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k}s for S

Is this device intended for pediatric use only?

Did the application include a completed FORM FDA 3674, Certification with Requirements of

| ClinicalTrials.gov Data Bank? - . . B : :

-Is clinical data necessary to support the review of this 510(ky? .
. Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank? ‘ : -

(If not, then applicant must be contacted to obtain completed form.)

e
I
e +___q

Does this device include an Animal Tissue Source? ' ' i
All Pediatric Pationts age<=21 | T
Neonate/Newbom (Bifthto 28 days) T
It (25 oy < 2 e gy
| Child (2 years -< 12 years old)

| Adolescent (12 years < 18 years oid) | | )
Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this

group, different from aduits age 221 (different device design or testing, different protocol
procedures, etc.) L L . : .

| Must be present for a Final Decision V4

... Reprocessed Single-Use Medical Devices, httg:ﬂwWw.fda.govlcdrh!ddefguidanceﬁ216.html)__;___. _ -

i
i
i
:
i

e T SR T

If yes, does fil_'m include Class Ii| Sunimary? _ ] Must be present for a Final Decision ;
Does firm reference standards? i
(If yes, please attach form from Mp:'llww.fda.qow’opacomlmorechoices/fdaforms!FQPl \/
3654 pdf) - :

— B e T B T

Is this a b;ggcﬁéfion device? (If both'-prescfiption & OTC, check both boxes.) _: T 7 o

-~

o : . . - ) 8
Rev. 7/2/0Ruestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fda.hhs.gov or 301-796-811
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—

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

Nanotechnelogy

Is this device subject to the Tracking Regulation’?‘ (Medical Devicé Tracking Contact OC.
Guidance, htlp:HwWw.fdaQov/cdrh/cqmplquidanceH69.hlml)
Regulation Number Class* ' Product Code
E . i —T H
¢y %o A H1E
. . (*If unclassified, see 510{k} Staff) .
Additional Product Codes: ' ' Gl o
A .
Review: %LQ '{{P @%&L__/ ' , égo‘a 1'/?-9///
* (Branch Chief) ‘ (Branch Code) (Date)

Final Review:

(Division Director) _ ' (Da-te)

Questi&ns? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1'$

jt’
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MEMORANDUM

VICE
5 W1 RVICES
+" bey

&
L4
g
<
H
L]

L/
i,
Wverg

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Focd and Drug Administration

Office of Device Evaluation

9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review
Traditional

K103692

Date; January 20, 2011
To: The Record Office: ODE
From: Dwight Yen Division: DGRND

510(k) Holder: SurgiQuest, Inc.
Device Name: SurgiQuest AirSeal Optical Trocar and Cannula System with integrated Insufflator DPIS

2000
Contact: Daniel-Donovan

Phone: {203) 799-2400 x202
Fax: (203) 799-2401
Email: ddonovan@surgiquest.com

. Purpose and Submission Summary
The 510(k} holder would like to introduce SurgiQuest AirSeal Optical Trocar and

Cannula System with integrated Insufflator DPIS 2000 into interstate commerce.

lll. Administrative Requirements
Yes | No | N/A
Indications for Use page (Indicate if, Prescription or OTC) X
_ X
X

Truthful and Accuracy Statement
510(k) Summary or 510(k) Statement

Standards Form - .
- o | X

lll. Device Description
Is the device Iife-supportirig or life sustaining?
Is the device an implant (implanted longer thén 30 days)? X
Does the device design use software? . | - X
Is the device sterile? 7 X
is the device reusable (not reprocessed singié usé)? o y
Are “cleaning” instructions included for the end user?

1
o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Adapter Tube Set; (ii) SugiQuest Smoke Evacuation Tube Set; and (iii) SurgiQuest
Standard Insufflation Tube Set. Ali tube sets are approximately 10 feet long.

The DPIS 2000 Unit is designed to function in one of three (3) separate modes of
operation: (a) Insufflation Mode; (b) AirSeal Mode; or (c) Smoke Evacuation Mode.
In the Insufflation Mode, the DPIS 2000 System functions exclusively as a traditional
laparoscopic insufflator and is used with standard veress needles and/or cannulae
and the Insufflation Tube Set. In the AirSeal Mode, the DPIS 2000 System functions
as a traditiona! laparoscopic insufflator in the initial insufflation phase and :
subsequently used with the AirSeal Tube Set, Trocar and Cannula to create a
“pressure barrier” or state of equilibrium within the bore of the cannula tube. This
pressure barrier, which is created within the cannula using an uninterrupted flow of
gas, allows the free passage of various tools (scopes, graspers, clip appliers, etc.)
into and out of the abdominal cavity while at the same time maintaining insufflation
pressure {i.e. pneumoperitoneum) within the abdomen. In the Smoke Evacuation
Mode, the DPIS 2000 System functions as a traditional laparoscopic insufflator and
is also used with the Smoke Evacuation Filtered Tube Set and two traditional
laparoscopic trocars to filter and evacuate surgical smoke from the abdomen.

The DPIS 2000 Unit is designed with a tube set recognition feature in the Smoke
Evacuation Mode and AirSeal Mode to ensure the insertion of the proper tube set. In
addition, the DPIS 2000 Unit is designed with a gas sensor within the internal
circulation line. The gas sensor monitors the concentration of COzin the gas that is
returned from the Cannula to the DPIS 2000 Unit while working in the AirSeal Mode.
If the COz2 level drops for more than 30 seconds then a visual and acoustic warning
is activated and the set abdominal pressure of the DPIS 2000 Unit is automatically
reduced to 12 mmHg and the flow of CO2delivered to the abdomen through the
insufflation lumen is increased. The DPIS 2000 Unit reverts to the preset pressure
only after the COzlevel is restored. If the leak has not been resolved by the user
within 2 minutes another visual and acoustic warning is activated, informing the user
that the insufflation will stop in 2 minutes. If the leak is not resolved within this time,
the insufflation stops.

The DPIS 2000 Unit is also designed with a photo sensor, located in the filter socket
of the DPIS 2000 Unit, for the AirSeal Tube Set and Smoke Evacuation Tube Set
(also referred to as the filter receptacle). In the event of unintended or accidental
ingressing of fluid into the filter housing is detected, visual and acoustic warnings are
activated. Thereafter, the user is advised to change the tube set and, if the tube set
1$ not replaced, the respective mode shuts down.

Indications for Use

The SurgiQuest AirSeal Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic and/or
therapeutic endoscopic procedures to distend a cavity by filling it with gas; to establish
and maintain a path of entry for endoscopic instruments and to evacuate surgical
smoke. It is indicated to facilitate the use of various laparoscopic instruments by filling

3
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The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000 (the “DPIS 2000 System”) consists of the following major components: (1) a
trocar, (2) a cannula, {3) tube sets, and (4) a micro-processor controlled insufflation,
recirculation and filtration unit (the “"DPIS 2000 Unit"). The cannula, trocar and tube sets
are sterile, single-use products. The DPIS 2000 Unit is non-sterile and reusable.

1. The DPIS 2000 System will be available with an optical trocar and a “blunt tipped”

trocar, each for use in the AirSeal Mode only. After insertion of the Optical Trocar or
Blunt Tip Trocar into the Cannula (defined below), the device is inserted into the
abdomen. The Blunt Tip Trocar can be used with or without an accessory device
(fixation device) to secure the Cannula or entry port in place once entry has been
achieved. The Optical Trocar will be available in 5, 12, diameters and in
lengths of 100, 120, and 150 mm. The Blunt Tip Trocar will be available in 5, 12-
diameters and 100 mm in'length only.

2. The Cannula serves as a port of entry for instruments during laparoscopic surgery.
The cannula will be available in 5, 12 i diameters and in lengths of 100,
120, and 150 mm.

A manifold located on the proximal portion of the Cannula is used for attaching the
AirSeal Tube Set (described below) for insufflation, creation of the gas seal and
smoke evacuation. The manifold incorporates three fluid pathway channels which
correspond to the three lumens of the AirSeal Tube Set described below, e.g.,
insufflation supply (which is guided directly into the abdomen for insufflation and
pressure measurement), and a supply lumen and a return lumen for establishment
and maintenance of the "pressure barrier. The SurgiQuest AirSeal incorporates a
gas seal technology. As a result, the AirSeal® does not depend upon rubber
mechanical seals employed in existing trocars & cannulae to maintain abdominal
pressure. The seat is created by achieving a state of equilibrium within the bore of
the cannula tube. The same CO; that is used to insufflate the patient is channeled
through small orifices in the proximal portion of the cannula. The CO;, being directed
longitudinally into the cannula bore, collides and mixes with the mass of CO; gas
attempting to escape from the abdomen as a result of peritoneal pressure behind it.
At this point, the downward flows creates a pressure barrier against the CO;
attempting to escape from the abdomen. This gas is returned to the DPIS 2000 Unit
and is filtered before reentering the internal AirSeal circulation line of the DPIS 2000
Unit. The filtered gas is then circulated to the Cannula. This circulation of gas to and
from the Cannula, which is accomplished within the DPIS 2000 Unit, results in the
“pressure barrier” described above. As a result of the “pressure barrier”, there is
minimatl loss of CO; during the insertion and removal of medical instruments through
the cannula. A constant low flow of CO, (TG i o'ivered to
the abdomen through the insufflation lumen to assure a stable pneumoperitoneum
during the operation of the DPIS 2000 System in the AirSeal Mode.

3. The DPIS 2000 System will be available with the following single use, sterile tube
sets: (i) SurgiQuest AirSeal® Tube Set with attached SurgiQuest Veress Needle

2
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the peritoneal cavity with gas to distend it, by creating and maintaining a gas sealed
obstruction-free instrument path and by evacuating surgical smoke. The trocar of the
DPIS 2000 System is indicated for use with or W|thout visualization. This intended use

is similar to the predicates

Ill. Predicate Device Comparison

The DPIS 2000 System is a combination of two previously cleared products. The DPIS
2000 System incorporates into a single system the gas seal technology of the
SurgiQuest AirSeal Optical Trocar & Cannula System that were cleared by FDA on July
30, 2007 (KO71571), on December 15, 2008 (KO83211) and on November 11, 2009
(K092504). The insufflation technology of the 45 L. High Flow Insufflator F114,
manufactured by W.O.M. World of Medicine AG, was cleared by FDA on May 23, 2006
(KO63367).

S —

IV. Labeling
Draft package labels and User manual are provided.

V. Sterilization/Shelf Life/Reuse

The trocars and cannula are single use devices that will be supplied sterile. The tube
sets (except the insufflation tubing) are also provided sterile for single use. Method of
sterilization is bg gamma radiation at 25kGY. Sterility validation is based on ISO 11137-
1 for SAL of 107.

Trocars are packed and supplied together with a cannula in a PETG Blister with Tyvek
Lid. All tubing sets (except the insufflation tubing) are packed and supplied in a double
mylar/Tyvek pouch. Sterility shelf life will be 3 years based on accelerated aging
studies along with real time studies following ASTM F 1980-02 standards for
accelerated aging of sterile medical device packages.

The insufflation tubing is provided sterile by EtO method for single use. The validation
was made in accordance with ISQ 11135-1. Maximum residual levels are in
accordance with ISO 10993-7 to an SAL of 10®. The device are packed and supplied in
a soft Tyvek blister covered with PA/PE foil. Sterility shelf life will be 3 years based on
accelerated aging studies along with real time studies following ASTM F 1980-02
standards for accelerated aging of sterile medical device packages.

VI. Biocomiatibilii

VIll. Software
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Version:
Level of Concern: Minor (should be Moderate based on predicates)

. | A o _ —" m
Software descripfion: - | S - X
Device Hazard Analysis: - ' o L ox
Software Requirements Specifications: a . %
Architecture Design Chart: ; : x
Design Specifications: | N x
Traceability Analysis/Matrix: - i X
Development T T
‘Verification & Validation Testing: o
Revision level history: ‘ | ' ' ' x
Unresolved anomalies: V . - . T ox

VIl. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Ref: KO60723 memo by Jeff Silberberg

Sponsor states that the device will be tested by a 3 party lab according to IEC 60601-1 for electrical
safety and IEC 60601-1-2 for EMC.

VIll. Performance Testing — Bench

Test objectives of the 3 individual tests are:

1. when working in the Standard Insufflation Mode as the basic mode of operation
for the DPIS 2000, set pressures of 10, 15 and 20 mmHg will be reached and
maintained without seeing important pressure rises or drops (test 1,
measurements 1 to 9)

2. the activation of the Smoke Evacuation function will not have any influence on
the device maintaining the set pressure when working in the Smoke Evacuation
Mode (test 2, measurements 10 and 11)

3. the set pressure is reached and accurately maintained when working in the
AirSeal Mode (test 3, measurements 12 to 21)

A dummy abdominal model was used in clinical simulation. Twenty measurements
were made. The results showed the device reaching stable abdominal pressure
conditions and maintaining desired pressures in all 3 modes.

Lacking bench performance testing of safety features?

5
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IX. Performance Testing — Animal None

X. Performance Testing — Clinical None

Xi. Deficiencies

6
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XIl. Contact History
1/20/2011 Left message for the sponsor and wiil send the deficiency questions above by email.
Xl Recommendation

This submission should be placed on hold pending responses to the deficiencies (see
attached Memo dated January 20, 2011). '

Regulation Number: 21 CFR 884.1730
Regulation Name: Laparoscopic insufflator
Regulatory Class: Class Il

Product Code: HiF and GCJ

Revie . Date
% T copCul uPPL AT l/Zo /f/

Branch Chief ' Date

7
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79&&1@;8
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Date: January 20, 2011
~ To:  Daniel Donovan
From: Dwight Yen

Subject: 510(k) for the SurgiQuest AirSeal Optical Trocar & Cannula System with
integrated [nsufflator DPIS 2000 (K103692)

Per my phone message, here are the deficiency questions on this submission.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-Qﬂ8
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I will place this submission on hold pending your response with the requested
information. You will receive a separate written notification that you have 30 days to
respond to this request for additional information. If you need more than 30 days to

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79@‘8}1)18
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provide a full and complete response, you should submit a request for an extension of
time to Document Mail Center (HFZ 401). For further information on how to apply for
an extension and for general 510(k) information, please visit the FDA Website at:
http://www.fda. gov/cdrh/devadvice/3 1435 htmi#link 6

If you have any questions or need additional clarification, please contact me at (301) 796-
6401.

3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796_—,@4'18
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SURGIQUEST, INC.
Modified AirSeal™ Optical Trocar & Cannula System
510(k) Natification

STATEMENT FOR INDICATIONS FOR USE

510(k) Number: Kof 1504

Device Name: SurgiQuest AirSeal™ Optical Trocar & Cannula System

Indications for Use: The SurgiQuest AirSeal™ Optical Trocar & Cannula Systemn has
applications in abdominal and thoracic minimally invasive surgical procedures to establish a
path of entry for endoscopic instruments and to evacuate smoke. The trocar may be used
with or without visualization for primary and secondary insertions.

Prescription Use: Yes

DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

‘Concurrence of CDRH, Office of Device Evaluation

FINGL— Sr oxnn

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

K04LS oY

510(k) Number.

30
8/12/2009

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79%88
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AirSeal™ Optical Trocar & Cannula System 510(k) Notification

STATEMENT FOR INDICATIONS FOR USE

510(k) Number:

Device Name: SurgiQuest™ AirSeal™ Optical Trocar & Cannula System (Trademark name
to be determined) :

Indications for Use: The SurgiQuest AirSeal™ Optical Trocar & Cannula System has
applications in abdominal and thoracic minimally invasive surgical procedures to establish a
path of entry for endoscopic instruments. The trocar may be used w1th or without

visualization for primary and secondary insertions.

(Division Slgn-Oﬂ') ‘
Prescription Use: Yes Division of General, Restorative,
and Neurological Devices

siogoNumber KO | 591

DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation

27
6/7/2007

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8‘1%3\
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SurgiQuest, Inc.
AirSeal™ Optical Trocar & Cannula System
Special 510(k) Notification

STATEMENT FOR INDICATIONS FOR USE

5100 Number: | 7’{ 0853 24|

Device Name: SurnguestTM AirSeal™ Optical Trocar & Cannula System (T rademark name
1o be determiined) :

Indications for Use: The SurgiQuest AirSeal™ Opucal Trocar & Cannula System has
applications in abdominal and thoracic minimally invasive surgical procedures to establish a
path of entry for endoscopic instruments and'to evacuate smoke. The trocar may be used
with or without wsua.hzatlon for primary and secondary insertions.

{(Note: This Indication has been expanded to include smoke evacuation)

Preseription-Use: Yes

DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

Concurrence of CDRH, Office of Device Evaluation

(Dwmion Sign-Off)
Division of Reproductwe Abdominal

"and Radiological Dcvme
510(k) Number jﬁj ‘Zgg,a__

29

Questions? Contact FDA/CDRH/OCE/DID at K¥#ABRs TATUS @fda.hhs.gov or 301-796-8118.
T - - =1
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Indication for Use

$100k) Number (ifknowm): 063367
Device Name: 451, CORE Insufflator F114
Indications for Use:

The 451 CORE Insufflator F114 is a CO2 insufflator intended for use in
diagnostic and/or therapeutic endoscopic procedures to distend a cavity by
filling it with gas. The high flow application, the low flow application and the
bariatric application of the device are each indicated for use in facilitating the
use of a laparoscope by filling the peritoneal cavity with gas to distend it. The
low flow application of the device is indicated for pediatric use. The vessel
harvesting application of the F114 is indicated for use during endoscopic

vessel harvesting procedures to create a cavity along the saphenous vein
and/or radial artery during endoscopic vessel harvesting procedures.

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)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal, : : Page 1 of 1

and Radiological Devices
510(k) Number_____ﬁ@_a.aﬁ_(j ; 7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8$:?
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

@ ,

New Device is Compared to

Marketed Device *

Descriptive Information DoesWew Device Have Same  NO Do the Differences Alter the Intended Not Substantially
aboul New or Marketed Indidation Statement? % Therapeutic/Diagnosticletc. Effect YES  Equivalent Determination

Device Requested as Needed
Safety and Effectiveness)?**

{in Deciding, May Consider Impact on
l YES

as Same Intended NO
“Substantially Equivalent™

New Device
Use and May be|

@ @ New [ntended Use
Does New Devige Have Same @

New Device Has O

- Technological Characteristics, NO Could the New
e.g. Design, Matdrials, etc.? —® (Characteristics Do the Mew Characteristics
Affect Safety or —— Raise New Types of Safety YES @)
@ Effectiveness? or Effectiveness Questions? :
y
NO Are thd Descriptive NO )
radtgristics Precise Enough NO
to Ensure Equivalence? @
NO
Are Performance Data Do Accepted Scientific
Availablefo Asses Equivalence? YES Methods Exist for

Assessing Effects of NO
the New Characteristics?

lYES

4
Performance K Are Performance Data Available  NO
Data Required To Assess Effects of Mew

Characleristics? ***
YES
\4
> Perform ce Data Demonstrat ' Performance Data Demonstrate
quwg!cnce’?‘ S 0 Equivalence? —————

YES NO

- “Substantially Bquivalent’ @
ibn ) To

Determin

¥ 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,
¥ This decision is normally based oh descriptive information alone, but limited testing information is sometimes rcéuirc_d. :
i Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or the lierature,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1%’
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gSURGIQUEST

Daniel Donovan
Sr. Director of Operations
SurgiQuest, Inc
FDA CDRH DMC 12 Cascade Blvd., Suite 2B
Orange, CT 06477
March 23, 2011 MAR 30 201

Received Ié" Kl

Mr. Dwight Yen
Food and Drug Administration

Center for Devices and Radiological Health WhE LD i
Document Mail Center - W066-G609

10903 New Hampshire Avenue M
Silver Spring, MD 20993-0002

Dear Mr. Yen,

Re: Subject: 510(k) for the SurgiQuest AirSeal Optical Trocar &
Cannula System with integrated Insuffiator DPIS 2000 (k103692)

Attached please find our response to Request for Additional Information
dated January 20, 2011.

We have responded to your request in accordance with FDA guidance on the
subject of responding to additional requests for information. Addendum
pages have been identified as alphabetical sets of text and data.

We are confident that we have accurately and comprehensively answered
the questions asked of us and eagerly anticipate FDA approval of our
submission. '

If there is anything else that we can do to facilitate the approval of our
submission, we are prepared to act and respond immediately.

Thank you for your help in this matter.

L

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

B ‘SurgiQuest.com 4}

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

Daniel Donovan
Sr. Director of Operations
SurgiQuest, Inc
12 Cascade Blvd., Suite 2B
Orange, CT 06477
March 23, 2011

Mr. Dwight Yen

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center - W066-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Dear Mr. Yen,

Re: Subject: 510(k) for the SurgiQuest AirSeal Optical Trocar &
Cannula System with integrated Insufflator DPIS 2000 (k103692)

Attached please find our response to Request for Additional Information
dated January 20, 2011.

We have responded to your request in accordance with FDA guidance on the
subject of responding to additional requests for information. Addendum
pages have been identified as alphabetical sets of text and data.

We are confident that we have accurately and comprehensively answered
the questions asked of us and eagerly anticipate FDA approval of our
submission.

If there is anything else that we can do to facilitate the approval of our
submission, we are prepared to act and respond immediately.

Thank you for your help in this matter.

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

Surgiluest.com

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

To: Dwight Yen
From: Daniel Donovan

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

Surgiluest.com












Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

§SURGIQUEST

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

SurgiQuest.com
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

Device Description: The SurgiQuest AirSeal® Optical Trocar & Cannula
System with integrated Insufflator DPIS 2000 (the “DPIS
2000 System”) consists of the following major
components: (1) a trocar, (2) a cannula, (3) tube sets, and
(4) a micro-processor controlled insufflation, recirculation
and filtration unit (the “DPIS 2000 Unit”). The cannula,
trocar and tube sets are sterile, single-use products. The
DPIS 2000 Unit is non-sterile and reusable.

The DPIS 2000 Unit is designed to function in one of three
(3) separate modes of operation: (a) Insufflation Mode; (b)
AirSeal Mode; or (¢) Smoke Evacuation Mode.

Intended Use: The SurgiQuest AirSeal ® Optical Trocar & Cannula
System with integrated Insufflator DPIS 2000 (the “DPIS
2000 System”) is intended for use in diagnostic and/or
therapeutic endoscopic procedures to distend the peritoneal
cavity by filling it with gas, to establish and maintain a
path of entry for endoscopic instruments and to evacuate
surgical smoke. The trocar of the DPIS 2000 System is
indicated for use with or without visualization.

Substantial The DPIS 2000 System is substantially equivalent to the

Equivalence: AirSeal Predicate Device (k071571, k083211, k092504)
and to the Insufflation Predicate Device (k063367).
Specifically, the proposed device has the same intended
use and the same indication for use as the Predicate
Devices. In addition, the DPIS 2000 System and the
Predicate Devices use the same or similar basic operating
principles and incorporate the same or similar basic design
features. Finally, biocompatibility, sterility, packaging and
bench testing demonstrate the safety and effectiveness of
the proposed device.

Bench test results demonstrate that the DPIS 2000 System
is safe and effective in creating and maintaining
pneumoperitoneum in all three modes.

The DPIS 2000 Unit has been developed in accordance
with 21 CFR 820, ISO 13485:2003 & ISO 14971:2007

2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

INDICATIONS FOR USE STATMENT

510(k) Number (if known):

Device Name: SurgiQuest AirSeal® Optical Trocar & Cannula System with
integrated Insufflator DPIS 2000

Indications for Use:

The SurgiQuest AirSeal ® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic
and/or therapeutic endoscopic procedures to distend the peritoneal cavity by filling it
with gas, to establish and maintain a path of entry for endoscopic instruments and to
evacuate surgical smoke. The trocar of the DPIS 2000 System is indicated for use
with or without visualization.

Prescription Use X Over-The-Counter Use

(Part 21 CFR 801 Subpart D)  “NPOR 51" CFR 801 Subpart €

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SURGIQUEST, INC.
SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator
DPIS 2000
510(k) Premarket Notification

gSURGIQUEST

SurgiQuest AirSeal® Optical Trocar
SurgiQuest AirSeal® Blunt Tip Trocar
SurgiQuest AirSeal® Cannula
SurgiQuest AirSeal® Tube Set
SurgiQuest Smoke Evacuation Tube Set
SurgiQuest Standard Insufflation Tube

Please read the below information carefully.
In addition, please refer to the instructions for use of the DPIS 2000 System.

Indications for Use:

The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated Insufflator DPIS 2000 (the “DPIS 2000
System”) is intended for use in diagnostic and/or therapeutic endoscopic procedures to distend the peritoneal cavity
by filling it with gas, to establish and maintain a path of entry for endoscopic instruments, and to evacuate surgical
smoke. The trocar of the DPIS 2000 System is indicated for use with or without visualization.

The DPIS 2000 System has three modes of operation:
1. AirSeal® Mode
2. Smoke Evacuation Mode
3. Standard Insufflation Mode

AirSeal® Mode:

When used in the AirSeal® Mode, the System is designed to provide CO, gas delivery with stable pneumoperitoneum
and continuous smoke evacuation during laparoendoscopic surgery and requires the use of the DPIS Control Unit
AirSeal® Trocar and SmokEvac Filter Tube Set. The SmokEvac Filter Tube Set is used to connect the AirSeal® Trocar
to the DPIS 2000 System Control Unit. (Figure 1)

~
=S /
AIRSEAL® MODE
o FIGURE 1

The AirSeal® Trocar is available in two configurations: a) Bladeless, Optical Tip Trocar; and b) Blunt Tip Trocar with
Suture Anchor. If the AirSeal® Bladeless, Optical Tip Trocar is used for primary entry, use of a laparoscope to
provide visualization is recommended to enhance safe abdominal entry. (Figure 2)

8

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

3 Device Purpose

The SurgiQuest AirSeal ® Optical Trocar & Cannula System with integrated Insuf-
flator DPIS 2000 (the “DPIS 2000 System”) is intended for use in diagnostic and/
or therapeutic endoscopic procedures to distend the peritoneal cavity by filling it
with gas, to establish and maintain a path of entry for endoscopic instruments
and to evacuate surgical smoke. The trocar of the DPIS 2000 System is indicated
for use with or without visualization.

The device may not be used to fill an abdomen with CO2 if a laparoscopy is con-
traindicated. Please consult the manual of your laparoscope for absolute and rel-
ative contraindications. The device is not suitable for hysteroscopic insufflation
procedures, i.e., it may not be used to distend the uterus.

3.1 Device-inherent Dangers

DANGER!

Positioning the patient

Always position the patient lower than the device to prevent body fluids from
leaking into the insufflation tube. Actual pressure may increase and fluid may
penetrate the insufflation tube if the patient is repositioned during surgery. If
this occurs, immediately disconnect the insufflation tube. When the patient is
repositioned onto his or her side, internal tissue may block the insufflation chan-
nel. Always insufflate through the elevated side of the patient.

DANGER!

Removing the insufflation tube

Always disconnect the insufflation tube after ending surgery and before switch-
ing off the device to prevent backflow of bodily fluids. Fluid may penetrate the
insufflation tube whenever you change the gas bottle and/or when you stop the
gas flow during the operation. If this happens, you must immediately disconnect
the insufflation tube from the trocar or from the device.

DANGER!

Backflow

Body secretions or contaminated gas may backflow into the device through the
insufflation tube if

¢ afilteris not used,

¢ the actual pressure is higher than the nominal pressure or

¢ the automatic venting valve is activated.

DANGER!

Gas flow

A high gas flow can occur due to large leaks within the surgical system or instru-
ment. This can result in a false actual pressure reading, which in turn may endan-
ger the patient. In case of a disrupted gas flow, you should therefore inspect
device, tube, and instruments immediately. Surgical applications should be car-
ried out with a gas flow of 4-10 I/min. An even lower gas flow is reccommended
for diagnostic purposes. It is recommended to perform endoscopies with the
lowest gas flow possible.

DANGER!
Keep filled CO2 bottle on hand
Always keep a filled CO2 bottle on hand ready for replacement. This avoids hav-

Intended use

Contraindications

/N

A\

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

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

SurgiQuest.com
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COMPARISON TABLES

AirSeal® Optical Trocar & Cannula System with integrated Insufflator DPIS 2000

Table 1:

(Disposable Modules)

Optical Trocar, Blunt Tip Trocar, Cannula, AirSeal Tube Set, Smoke Evacuation Tube Set

SurgiQuest, Inc.

AirSeal® Optical Trocar, AirSeal®
Blunt Tip Trocar, AirSeal®
Cannula, AirSeal® Tube Set,
AirSeal® Smoke Evacuation Tube
Set

SurgiQuest, Inc.

AirSeal™ Optical Trocar, AirSeal™
Blunt Tip Trocar, AirSeal™
Cannula, AirSeal™ Tube Set

SurgiQuest, Inc.

AirSeal™ Optical Trocar,
AirSeal™ Blunt Tip Trocar,
AirSeal™ Cannula, AirSeal™
Tube Set

NAME OF DEVICE

AirSeal® Optical Trocar & Cannula
System with integrated Insufflator
DPIS 2000

SurgiQuest AirSeal™ Optical Trocar
& Cannula System

SurgiQuest AirSeal™ Optical Trocar
& Cannula System

510(K) NUMBER

K103692

K092504, K083211

K071571

CLASSIFICATION

21 CFR §884.1730 and 876.1500

21 CFR § 876.1500

21 CFR § 876.1500

INTENDED USE

Intended for use in diagnostic and/or
therapeutic endoscopic procedures to
distend the peritoneal cavity by filling
it with gas, to establish and maintain a
path of entry for endoscopic
instruments, and to evacuate surgical
smoke.

Intended for use in abdominal and
thoracic minimally invasive surgical
procedures to establish a path of entry
for endoscopic instruments and to
evacuate surgical smoke.

Intended for use in abdominal and
thoracic minimally invasive surgical
procedures to establish a path of entry
for endoscopic instruments.

INDICATION FOR
USE

The trocar of the DPIS 2000 System
1s indicated for use with or without
visualization.

The trocar may be used with or
without visualization for primary and
secondary insertions.

The trocar may be used with or
without visualization for primary and
secondary insertions.

SINGLE USE

Yes

Yes

Yes

1

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

AirSeal® Optical Trocar, AirSeal®
Blunt Tip Trocar, AirSeal®
Cannula, AirSeal® Tube Set,

SurgiQuest, Inc.

AirSeal™ Optical Trocar, AirSeal™
Blunt Tip Trocar, AirSeal™
Cannula, AirSeal™ Tube Set

SurgiQuest, Inc.

AirSeal™ Optical Trocar,
AirSeal™ Blunt Tip Trocar,
AirSeal™ Cannula, AirSeal™

and Hypersensitivity|
Testing

ISO 10993-10 and ISO 10993-12.

AirSeal® Smoke Evacuation Tube Tube Set
Set
STERILE Yes Yes Yes
GAMMA RADIATION Yes Yes Yes
STERILIZATION
STERILIZATION Yes, tested in accordance
VALIDATION with ISO 11137 -1, ISO 11137 -2 Identical Identical
and AAMI TIR 27. A sterility
assurance level (SAL) of 10-s was
achieved.
PACKAGING
Optical Trocar, Blunt] Each Optical Trocar and each Blunt
Tip Trocar and,  Tip Trocar will be packed and Identical Identical
Cannuld supplied together with a Cannula in a
PETG Blister with Tyvek Lid.
Smoke EvacuationEach Smoke Evacuation Tube Set and
Tube Set and AirSeal each Air Seal Tube Set with attached Identical Identical, only AirSeal Tube Set.
Tube Set  Veress Needle Tube Set will be
packed and supplied in a double
mylar / Tyvek pouch.
Packaging Validation|  Yes, tested in accordance with
ISO11607-1, ASTM-F-1980-02 Identical Identical
and ISO 11137 -2.
BIOCOMPATIBILITY
Cytotoxicity, IrritationYes, in accordance with ISO 10993-5, Identical Identical

2

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

AirSeal® Optical Trocar, AirSeal®
Blunt Tip Trocar, AirSeal®
Cannula, AirSeal® Tube Set,

SurgiQuest, Inc.

AirSeal™ Optical Trocar, AirSeal™
Blunt Tip Trocar, AirSeal™
Cannula, AirSeal™ Tube Set

SurgiQuest, Inc.

AirSeal™ Optical Trocar,
AirSeal™ Blunt Tip Trocar,
AirSeal™ Cannula, AirSeal™

AirSeal® Smoke Evacuation Tube Tube Set
Set

OPTICAL TROCAR Yes Yes Yes

Elliptical Chisel Shaped| Yes Yes Yes
Tip)

Transparent Tip Yes Yes Yes

Port for the Insertion o Yes Yes Yes
an Endoscopj

Locking Mechanism o:l Yes Yes Yes

Handl
Patient Contacj _ - -
Materia
Dimensions Diameter: Smm, 12111111- Diameter: 12mm Diameter: 12mm
Length: 100mm, 120mm and 150mm [ength: 100mm, 120mm and 150mm |Length: 100mm, 120mm and 150mm

[BLUNT TIP TROCAR Yes Yes, but only K092504. No

Rounded Distal Tip| Yes Yes n/a

Availability of Fixation| Yes Yes n/a
Device]

Patient Contactf _ Blunt Tip Tl'ol - n/a

Materiall F1xation Device
Silicone
Dimensions] Diameter: Smm.12mr Diameter: 12mm n/a
Length: 100 mm Length: 100 mm

3

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

AirSeal® Optical Trocar, AirSeal®
Blunt Tip Trocar, AirSeal® Cannula,
AirSeal® Tube Set, AirSeal® Smoke

SurgiQuest, Inc.

AirSeal™ Optical Trocar, AirSeal™
Blunt Tip Trocar, AirSeal™ Cannula,

SurgiQuest, Inc.

AirSeal™ Optical Trocar, AirSeal™
Blunt Tip Trocar, AirSeal™ Cannula,

VACUATION TUBE
SET

: ™ : ™
Evacuation Tube Set AirSeal™ Tube Set AirSeal™ Tube Set
CANNULA Yes Yes Yes
Patient Contac _ — -
Materia
Dimensionslf)iallleferi Smm, 12111111- Diameter: 12mm Diameter: 12mm
Length: 100mm, 120mm and 150mm Length: 100mm, 120mm and 150mm [Length: 100mm, 120mm and 150mm
AIRSEAL TUBE SET
WITH ATTACHED Yes Yes Yes
VERESS NEEDLE
TUBE SET
Tube| single length of tri-lumen tubing Identical Identical
Housing with Three Yes Yes Yes
Filtration Pathways|
ULPA filter ﬁ‘: Yes Yes
Patient Contac HOllSiDgi_r Identical Identical
Material (indirect) Tubing:
Dimensions| Air Seal Tube Set: approx- Identical Identical
long
SMOKE Yes No No

(continued on next page)

4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AirSeal® Optical Trocar & Cannula

451 CORE Insufflator F114

Insufflation, Recirculation and Filtration Unit of the DPIS 2000 System including Insufflation
Tube Set (Capital Equipment and Disposable Module)

SurgiQuest AirSeal Optical

NAME OF DEVICE
System with integrated Trocar & Cannula System
Insufflator DPIS 2000
510(K) NUMBER K103692 K063367 K092504, K083211, K071571
ICLASSIFICATION 21 CFR §884.1730 and 876.1500 21 CFR §884.1730 21 C.FR. § 876.1500
INTENDED USE Intended for use in diagnostic and/or | Intended for use in diagnostic and/or |Intended for use in abdominal and
therapeutic endoscopic procedures to therapeutic endoscopic procedures to thoracic minimally invasive
distend the peritoneal cavity by filling| distend a cavity by filling it with gas. | surgical procedures to establish a
it with gas, to establish and maintain a path of entry for endoscopic
path of entry for endoscopic mstruments (K071571) and to
mstruments, and to evacuate surgical evacuate surgical smoke
smoke. (K092504, K083211).
ISNDICATION FOR The high flow application, the low
SE No flow application and the bariatric No
application of the device are each

indicated for use in facilitating the use
of a laparoscope by filling the
peritoneal cavity with gas to distend it.
The low flow application of the device
1s indicated for pediatric use. The
vessel harvesting application of the

451 CORE Insufflator F114 is
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indicated for use during endoscopic
vessel harvesting procedures to create
a cavity along the saphenous vein
and/or radial artery during endoscopic
vessel harvesting procedures.
[LINE POWER
Source VAC 100-240V Identical Identical
Hz 50-60 Identical Identical
LECTROMAGNETIC| IEC60601-1:1988 + A1:1991 +
OMPATIBILITY/ A2:1995; Identical Identical
LECTRICAL IEC 60601-1-2 :2001
SAFETY (all pending)
|0PERAT10N Software-Controlled Identical Electro-pneumatic
IMODES
Insufflation Mode| Yes, three insufflations flow levels Yes, High Flow Mode, Low Flow Use of external standard
that can be set by the user. Mode, Vessel Harvesting Mode and insufflators.
Bariatric Mode
AirSeal Mode Yes No Yes
Smoke Evacuation| Yes No Yes, operation in AirSeal mode
Model includes smoke evacuation as an
ancillary function. (K092504,
K083211)
ENERAL SAFETY
EATURES/ALARMS
Automatic Self Test| Yes Yes n/a
6
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[FRONT PANEL
SETTINGS
On/Off Button| Yes Yes Yes
Start/Stopl Yes Yes No
Increasing/DecreasingI Yes Yes Yes
Pressure
Increasing/Decreasing| Yes Yes No
Flow Rate
Gas Flow Levell Yes No n/a
Smoke Gas Evacuation| Yes No No
Low
Smoke Gas Evacuatio Yes No No
Hig
User Menul Yes Yes No
Home Yes No No
Gas Volume Reset| Yes Yes n/a
[DISPLAY
Type of Displayj LED Touch screen LED Touch screen LED
Start/Stop Yes Yes Yes
Set Pressure Yes Yes Yes
Actual Pressure| Yes Yes n/a

7
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Set Flow| Yes, of all three flow levels. Yes n/a
Actual Flow Yes Yes n/a
Mode Yes Yes n/a
Status| Yes Yes n/a
Smoke Gas Evacuatio Yes No No
Status (High or Low)
Gas Consumption] Yes Yes n/a
Gas Supplyj Yes Yes n/a
Error and Waminil Yes Yes
No
Message
SUFFLATION
UNCTION
Insufflator Design| Electronic-mechanical Identical Use of external standard
isufflators.
Insufflation Medium| CO; Gas Identical Identical
Pressure Reduction|High Pressure Unit and Low Pressure| Identical, except for the incorporation
Concep Unit, which are equipped with of an additional Medium Pressure n/a
mechanical safety valve backups, Reducer.

reduce the pressure of the incoming

gas to approximately 70 mmHg. In

addition, the device is equipped with

a proportional valve, located behind

the overpressure release of the LPU,

that governs the pressure and flow.
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20 mmHg High Flow Mode: 30 mmHg n/a
Bariatric Mode: 30 mmHg

Max. Insufflation|

Pressure
Low Flow Mode: 20 mmHg
Vessel Harvesting Mode: 20 mmHg
Pressure Measurement| Redundant Identical n/a
Intermittent and|
Continuous Pressure Only intermittent. Yes n/a
Measurement
Min. Flow Ratel ngh Flow Mode: 1 I/min
1 I/min Low Flow Mode: 0,1 I/min n/a
Vessel Harvesting Mode: 1 /min
Briatric Mode: 1 /min
Max. Flow Ratel ngh Flow Mode: 40 I/min

40 1/min Low Flow Mode: 20 I/min n/a
Vessel Harvesting Mode: 20 I/min
Bariatric Mode: 45 I/min

Flow Measurement| Differential pressure measurement,
which calculates the flow by Identical n/a
measuring the pressure in front of and|
behind a known resistance.

SAFETY FEATURES/
'WARNINGS
SUFFLATION (all
hree modes)

9
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Electrical safety valve| Yes, located behind the proportional

Yes, redundant safety valves.

valve, that automatically stops further Identical
gas flow into the body cavity if a
malfunction of the proportional valve
1s detected.
Warning if Redundant| Yes, acoustic and visual warning.
Pressure Measuremen% Insufflation stops. Identical n/a
Fails
Safety Threshold at] Yes, in all four modes.
15 mmHg Yes n/a
Automatic Pressure] Yes, venting valve automatically [[dentical in all four insufflation modes.[Yes, automatic pressure venting aff
Relief (venting system)| opens if an actual pressure of at least| Can also be activated by user in the 35mmHg and 45mmHg.
3 - 5 mmHg above the set pressure is | veress mode of the Low Flow Mode.
detected for a period of 3 - 5 seconds.
Visual Warning in case|
of venting syste Yes Yes n/a
malfuncti(;-;ll
Overpressure Warning| Yes, acoustic and visual alarm after | Yes, acoustic and visual alarm in all
if set Pressure i 3-5 seconds. four modes after 2 to 5 seconds. n/a
exceede (dependant on user settings).
Overpressure Warning| Yes, acoustic and visual warning is
if overpressure is no emitted. Insufflation stops. Identical n/a
reduced within 5 sec.
10

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

Overpressure Warning[Yes, acoustic and visual warning after| Yes, acoustic and visual warning after

when Pressure >[ 3 to 5 seconds. Insufflation stops. 2 to 5 seconds (dependant on user n/a
30 mmHg| settings) in High Flow Mode and
Bariatric Mode. Insufflation stops.
No Insufflation/Device
Stops if Electronic Fails Yes Yes a
Alarm when Gas Supply
not Sufficient] Yes Yes n/a
Display of Warnings Yes, clear text on display of device. | Yes, clear text on display of device. n/a
and Alarms|
ATIRSEAL FUNCTION
Design| Electronic-mechanical n/a Pneumatic
Gas Source Incorporated into DPIS 2000 Unit n/a Use of External standard
msufflators.
Creation of Gas Sea]lA]IS.eal Qucult of the DPIS 2000 Unif] w/a Operates w1th.an open system to
is designed as a closed system. create and maintain the gas seal.
SAFETY FEATURES/
WARNINGS
AIRSEAL
Warning if AirSea Yes, visual warning if A1r$eal Mode
s selected but corresponding tube set n/a No
Tube Set not attache
ot attached.
Constant Monitoring o
CO; Concentration i Yes n/a No
Circulated Gas
11
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SurgiQuest, Inc. W.0O.M. World of Medicine AG SurgiQuest, Inc.
DPIS 2000 Unit 45L CORE Insufflator F114 DPS 1000 Unit
Yes, visual and acoustic warning is
. _|activated and set abdominal pressure
Low CO: Conci;l,:':;:zn 1s automatically reduced to 12 mmHg n/a No
8 1f CO, concentration 1s less than 70%
for more than 30 seconds.
Warning if Low CO; No
Concentration no(ﬂ n/a
. . If leak persists insufflation
stops after 2 minutes.
_- Sensor for Fluid|
Level Monitoring in| Yes n/a No
Filter Housing|
Yes, if filter housing is filled with
fluid up to the low or high fluid level, No
Fluid Level Warning| visual and acoustic warnings are n/a
activated. Shut down if tube set is not
changed.
SMOKE
[EVACUATION
FUNCTION
Design| Electronic-mechanical n/a Electro-pneumatic
Gas Source Incorporated into DPIS 2000 Unit n/a Use of Extemal standard
msufflators.
12
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SurgiQuest, Inc. SurgiQuest, Inc.
BQe W.O.M. World of Medicine AG BQe
DPIS 2000 Unit DPS 1000 Unit
45L CORE Insufflator F114
Smoke Evacuation| No, operation in AirSeal mode
Mode as Distinct Mode Yes n/a includes smoke evacuation as an
of Operation| ancillary function.
Yes, user can select between low
Different Levels offevacuation leve /a No (see above).
Smoke Evacuatio and high evacuation level
SAFETY FEATURES/
'WARNINGS
SMOKE
[EVACUATION
Warning if Smoke[Yes, visual warning if Smoke No
Evacuation Tube Set[Evacuation Mode is selected but n/a
not attachedjcorresponding tube set not attached.
-Sensor for Fluirl|
Level Monitoring in| Yes n/a No
Filter Housing|
Fluid Level Warning] n/a No
If leak persists insufflation
stops after 2 minutes.
INSUFFLATION Yes v No, use of standard insufflation
TUBE SET ©s e tube sets.
13
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Single Use Yes Yes n/a
Sterile] Yes Yes n/a
ETO Sterilization| Yes Yes a
Yes, tested in accordance with ISO
Sterilization Validation| 11135-1, ISO 10993-7. A sterility Identical n/a
assurance level (SAL) was < 10-s.
Insufflation Tube Set will be packed n/a
Packaging| and supplied in a soft Tyvek blister Identical
covered with PA/PE foil.
Yes, testing in accordance with n/a
Packaging Validation| ISO11607-1 and ASTM-F-1980-02 Identical
(pending).
Biocompatibili tyYes, in accordance with ISO 10993-5, Identical n/a

ISO 10993-10 and ISO 10993-12.
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12.  Substantial Equivalence Discussion

Please find below a detailed comparison between the proposed device and the
predicate devices sufficient to demonstrate substantial equivalence of the devices in
terms of:

e indications for use;
e technology; and/or
e performance specifications, including any testing.

In addition, please find the 510(k) summaries and statement of the predicate

devices.
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12.  Substantial Equivalence Discussion

The SurgiQuest AirSeal® Optical Trocar & Cannula System with integrated
Insufflator DPIS 2000 (the “DPIS 2000 System”) is substantially equivalent to the
SurgiQuest AirSeal Optical Trocar & Cannula System, manufactured by SurgiQuest,
Inc., that has been cleared by FDA on July 30, 2007 (k071571), on December 15,
2008 (k083211) and on November 11, 2009 (k092504) (the “AirSeal Predicate
Devices”), and to the 45 L High Flow Insufflator F114, manufactured by W.O.M.
World of Medicine AG, that has been cleared by FDA on May 23, 2006 (k063367)
(the “Insufflator Predicate Device” and together with the AirSeal Predicate Devices,
the “Predicate Devices”). The DPIS 2000 System is merely a combination of the

AirSeal Predicate Devices and the Insufflator Predicate Device.

1. Similarities and Differences in Intended Use and Indication for Use
between the DPIS 2000 System and Predicate Devices

The proposed device and the AirSeal Predicate Devices are all intended for
use in diagnostic and/or therapeutic endoscopic procedures to establish and maintain
a path of entry for endoscopic instruments. Both the proposed device and the AirSeal
Predicate Devices are indicated to facilitate the use of various laparoscopic
instruments by creating and maintaining a gas sealed obstruction-free instrument
path. In addition, like the AirSeal Predicate Device (k092504), the proposed device is
intended for use in diagnostic and/or therapeutic endoscopic procedures to evacuate
surgical smoke. Finally, like the Insufflation Predicate Device, the DPIS 2000
System is intended for use in diagnostic and/or therapeutic endoscopic procedures to
distend a cavity by filling it with gas and is indicated to facilitate the use of various
laparoscopic instruments by filling the peritoneal cavity with gas to distend it.
Dissimilarity between the predicate and the subject device are improvements such as

software controls and improved user interface and ergonomics.

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



Records processed under FOIA Request # 2015-9057; Released by CDRH on 02-29-2016

2. Similarities and Differences in Technology and Design between the
DPIS 2000 System and the AirSeal Predicate Devices

The DPIS 2000 System is substantially equivalent in fundamental technology,
functional design and material to its predicate devices. Both the proposed device and
the AirSeal Predicate Devices consist of the following major components: a trocar, a
cannula, tube sets, and a recirculation and filtration unit.

with the exception of |GGG - Airseal®
Optical Trocar (the “Optical Trocar”), the AirSeal® Blunt Tip Trocar (the “Blunt Tip
Trocar”) including fixation device and the AirSeal® Cannula (the “Cannula”) that are
available for use with the proposed device are substantially equivalent in technology,
design and material to the trocars, fixation device and cannula of the AirSeal
Predicate Devices

In addition, the AirSeal® filtered Tube Set with attached Veress Needle Tube
Set (the “AirSeal Tube Set”) that is supplied for use with DPIS 2000 System to

enable the use of the proposed device in the AirSeal Mode is identical to the tube sets

used with the AirSeal Predicate Devices except for (GGG
I 71 Airseal® Smoke Evacuation Tube Set (the “Smoke

Evacuation Tube Set”), which is specifically designed for use of the DPIS 2000

System in the Smoke Evacuation Mode, is similar in technology, design and material
to the tube set used with the AirSeal Predicate Devices. The differences between the
Smoke Evacuation Tube Set and the tube set of the AirSeal Predicate Devices are
predominantly the result of the fact that the Smoke Evacuation Tube Set is not used to

create and maintain pneumoperitoneum and include:

e The Smoke Evacuation Tube Set incorporates a paratube whereas the
tube Set of the AirSeal Predicate Device is designed with a three

lumen tubing;
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e The fluid path of the filter housing that is used by the tube set of the
AirSeal Predicate Device as a “supply line” for creating the gas seal is
occluded in the Smoke Evacuation Tube Set;

e Each lumen is assembled with a luer lock connector to facilitate the
attachment of standard commercially available cannulae. The tri-

lumen tube set for the subject device and the AirSeal Predicate Device

is equipped with a proprietary connector;

Furthermore, the above described components of the DPIS 2000 System, like
the components of the AirSeal Predicate Devices, are single use devices that will be
supplied sterile by means of gamma radiation. Finally, the packaging of the above
mentioned components of the DPIS 2000 System is identical to the packaging of the
AirSeal Predicate Device single use components.

Like the AirSeal Predicate Devices, the DPIS 2000 System incorporates a gas
seal technology and, as a result, does not depend upon rubber mechanical seals
employed in existing trocars and cannulae to maintain abdominal pressure. The
principal distinction of the AirSeal® Trocar & Cannula is the absence of a duckbill
type of mechanical seal to maintain pneumoperitoneum during the course of the
laparoscopic procedures. The seal is created by achieving a state of equilibrium
within the bore of the cannula tube. This equilibrium or barrier, which is created
within the cannula using an uninterrupted flow of COz, allows the free passage of
various tools (graspers, clip appliers, etc.) into and out of the abdominal cavity while
at the same time maintaining insufflation pressures within the abdomen. The method
that is used by the insufflation, recirculation and filtration unit of the DPIS 2000
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System (the “DPIS 2000 Unit”) to create and maintain the “pressure barrier” is similar
to the method employed by the AirSeal Predicate Devices.

Like the recirculation and filtration unit of the AirSeal Predicate Devices (the
“DPS 1000 Unit”), the DPIS 2000 Unit creates a “pressure barrier” by circulating gas

0 and rom the Cannute, IR e

differences between the DPS 1000 and the DPIS 2000 Unit are the following:

e The DPIS 2000 Unit is a software controlled device whereas the DPS
1000 Unit is controlled pneumatically;

e The DPIS 2000 Unit is equipped with a LED touch screen;

e Unlike the DPS1000 Unit, the DPIS 2000 Unit performs an initial self
check and is suitable for operation after successfully passing the initial
self check;

e Unlike the DPS 1000 Unit, which uses an external standard insufflator
as a gas source to create and maintain the gas seal, the DPIS 2000 Unit
incorporates the insufflation technology of the Insufflator Predicate
Device;

e Unlike the DPS 1000 Unit, which only operates in the AirSeal mode
that includes smoke evacuation as an ancillary and subordinate
function, the DPIS 2000 Unit integrates three distinct modes of
operation: a Standard Insufflation Mode, a separate Smoke Evacuation
Mode and an AirSeal® Mode;

.|

e Unlike the DPS 1000 Unit, which operates with an open system to
create and maintain the gas seal, the AirSeal Circuit of the DPIS 2000
Unit AirSeal is designed as a closed system;

e The DPIS 2000 Unit is designed with a safety feature while in the
AirSeal Mode that constantly monitors the level of CO, that is
returned from the Cannula to the DPIS 2000 Unit. A visual and
acoustic warning is activated and the set abdominal pressure is

automatically reduced to 12 mmHg if the CO, level drops for more
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than 30 seconcs. I
I ' cck s il

not resolved within this timeframe, the insufflation stops;

e The DPIS 2000 Unit is also designed with Rl sensor, located in
the filter socket of the DPIS 2000 Unit (also referred to as the filter
receptacles), that monitors the fluid level in the filter housing of the
AirSeal Tube Set in the event of unintended ingress of fluid. If the
filter housing is filled with fluid up to the low or high fluid level,
visual and acoustic warnings are activated. The user is instructed to

change the tube set and the AirSeal Mode finally shuts down.

3. Similarities and Differences in Technology and Design between the
DPIS 2000 System and the Insufflator Predicate Device

The insufflation technological characteristics of the DPIS 2000 Unit are
identical to technological characteristics of the Insufflator Predicate Device. Like the

Insufflator Predicate Device, the DPIS 2000 Unit is a microprocessor controlled

device that incorporates the following major components: |G
I ik the Insufflation Predicate Device, the DPIS 2000 Unit

performs an initial self check and is only ready for operation after successfully
passing the initial self check.
The pressure relief and reduction concept of both the Insufflator Predicate

device and the DPIS 2000 Unit is identical G
I addition, both devices are equipped with a proportional
e

governs the pressure and flow. Finally, both the Insufflation Predicate Device and the

proposed device are designed with an electrical safety valve, located behind the
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proportional valve, which automatically stops further gas flow into the body cavity if
a malfunction of the proportional valve is detected.

The DPIS 2000 Unit, like the Insufflator Predicate Device allows for flow
settings in the range of 1 I/min to 40 I/min and both the set flow (the DPIS 2000 Unit
displays the set flow level) and the actual flow value are shown on the touch screen
display during the operation. The flow measurement of both the DPIS 2000 Unit and
the Insufflator Predicate Device is performed by a *“differential pressure
measurement”, which calculates the flow by measuring the pressure in front of and
behind a known resistance.

In addition, both the DPIS 2000 Unit and the Insufflator Predicate Device,
allow for pressure settings in the range of 1 mmHg to 20 mmHg, but are designed
with a safety threshold at 15 mmHg that requires positive action on the part of the
user if a pressure setting above 15 mmHg is desired. Both the set pressure value and
the actual pressure value are shown on the touch screen display during the operation.
Like the Insufflator Predicate Device, the DPIS 2000 Unit is designed with a
I '
case of a malfunction of one sensor, a visual and acoustic warning is activated and the
insufflation stops immediately. Both the Insufflator Predicate Device and the
proposed device are designed with an automatic venting system that is activated to
reduce the actual pressure if an overpressure is detected. If the venting valve is
unable to reduce the overpressure back to the set pressure, both the Insufflation
Predicate Device and the proposed device stop the insufflation and a visual and
continuous acoustic warning is activated. In addition, both devices are designed with
the following safety threshold: if the intra-abdominal pressure exceeds or has reached
the safety threshold of 30 mmHg, the warning “Overpressure” is show on the touch
screen display and a continuous audible alarm is activated and insufflation is stopped.

Finally, both the Insufflation Predicate Device and the DPIS 2000 Unit are
available with a similar sterile, single use standard insufflation tube set and are
equipped with a fluid sensor to detect any backflow of fluid into the device.

The differences between the Insufflator Predicate Device and the DPIS 2000

System are the following:
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e The Insufflator Predicate Device allows for pressure settings in the
range of 1 mmHg to 30 mmHg in the standard insufflation mode
designed to be used during laparoscopic procedures as opposed to a
maximum pressure setting of 20 mmHg allowed by the proposed

device.

Conclusion:

The DPIS 2000 System is substantially equivalent to the AirSeal Predicate
Devices (k071571, k083211, k092504) and to the Insufflation Predicate Device
(k063367). The proposed device has the same intended use and indication for use as
the Predicate Devices. In addition, the DPIS 2000 System and the Predicate Devices
use the same or similar basic operating principles and incorporate the same or similar
basic design. Specifically, the Optical Trocar, the Blunt Tip Trocar including fixation
device and the Cannula of the proposed device are substantially equivalent in
technology, design and material to the trocars, fixation device and cannula of the
AirSeal Predicate Device. The AirSeal Filtered Tube Set is substantially equivalent to
the tube set used with the AirSeal Predicate Devices. The Smoke Evacuation Tube
Set is similar in technology, design and material to the tube set used with the AirSeal
Predicate Devices and the differences between the two devices are predominately the
result of the fact that the Smoke Evacuation Tube Set is only used for insufflation and
to evacuate smoke and not to create and maintain a pressure barrier. The basic design
and materials are identical.

Furthermore, the basic technology of the DPIS 2000 System is to create and
maintain pneumoperitoneum, create and maintain a seal in the Cannula and to

evacuate smoke is identical to the basic technology used by the Predicate Devices.
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Risk analysis, in accordance with the applicable Standards, confirms that the device
as it is has been redesigned poses no additional risks with regard to safety and
effectiveness. Moreover, many of the modifications designed into the subject device

are related to the implementation of safety features

or user convenience (e.g. LED touch screen; incorporation of the insufflation

technology, gas seal technology and smoke evacuation technology in one unit as
opposed to the use of an external standard insufflator; incorporation of three separate
modes [Standard Insufflation Mode, Smoke Evacuation Mode and AirSeal Mode] in
one system and availability of additional instrument sizes).

In conclusion, the device verification and validation demonstrates that the
subject device is substantially equivalent in design, materials, function and intended
use to the predicates. Risk analysis, in accordance with the applicable Standards,
confirms that the device as it is has been redesigned poses no additional risks with
regard to safety and effectiveness. Biocompatibility, packaging, method of
sterilization are unchanged for the disposable modules. Engineering bench tests
demonstrate the safety and effectiveness of the DPIS 2000 System. In particular,
bench testing that was performed with the proposed device demonstrates its ability to
safely and efficiently create and maintain a port of entry during simulated
laparoscopic surgery. The subject device has been tested to demonstrate its ability to

create and maintain adequate pneumoperitoneum in all three modes of operation.
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15.  Biocompatibility

Please refer to the attached information about the biocompatibility evaluation.
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15. Biocompatibility

1. AirSeal® Trocars and Cannula

The components of the SurgiQuest AirSeal® Optical Trocar & Cannula

System with integrated Insufflator DPIS 2000 (the “DPIS 2000 System”) that come

into short term direct tissue contact

Cannula Module
Patient Contact Polymer Materials

Device Material Type | Manufacturer | Material ID Predicate
510(k)s
k092504,
k083211,
k071571
k092504,
k083211,
k071571

Trocar Module

Patient Contact Materials

Predicate
510(k)s |

Device Material Type | Manufacturer | Material ID

Component

k092504,

k083211,
k071571
k092504,
k083211,
k071571

The Trocar and Cannula modules also contain the following non-patient contact
materials:

1
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Trocar Module
Non Patient Contact Materials

Device Material Type | Manufacturer | Material ID Predicate
Component ] 510(K)s
Trocar B e k092504,
Components k083211,
] k071571
Trocar B e k092504,
Components k083211,
n k071571
Components k083211,
N k071571
Trocar B B | k092504,
Components k083211,
k071571

The Cannula consists of medical grade _ has

been well characterized chemically and physically in the published literature and has
a long history of safe use with regards to biocompatibility. In addition, the Cannula
of the proposed device is identical in material and manufacturing to the cannula of the
predicate AirSeal Optical Trocar & Cannula Systems (k092504, k083211 and
k071571) (the “AirSeal Predicate Devices”).

The tip and the shaft of the Optical Trocar consist of medical grade
_ and medical grade stainless steel, respectively. The O-Ring located on
the shaft consists of medical grade silicone. Like _medical grade
stainless steel and medical grade silicone have been well characterized chemically
and physically in the published literature and have a long history of safe use with
regards to biocompatibility. In addition, the Optical Trocar of the proposed device is
identical in material and manufacturing to the trocar of the AirSeal Predicate Devices.

The tip and the shaft of the Blunt Tip Trocar consist of medical grade
_and the O-Ring located on the shaft consists of medical grade silicone.
The fixation device consists of medical grade_ medical grade stainless
steel, medical grad. and medical grade silicone. All above listed materials have
been well characterized chemically and physically in the published literature and have
a long history of safe use with regards to biocompatibility. In addition, each of the

Blunt Tip Trocar and the fixation device of the proposed device are identical in
2
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material and manufacturing to the blunt tipped trocar and fixation device of the
AirSeal Predicate Devices.

Finally, cytotoxicity, irritation and hypersensitivity testing following GLP
with the cannula, the optical trocar, the blunt tipped trocar and fixation device of the
AirSeal Predicate Devices in accordance with the FDA recognized standard 1SO
10993-5, “Biological Evaluation of Medical Devices — Part 5: Tests for InVitro
Cytotoxicity”, 1SO 10993-10, “Biological Evaluation of Medical Devices — Part
10: Tests for Irritation and Delayed Type Hypersensitivity”, and 1SO 10993-12,

“Biological Evaluation of Medical Devices — Part 12: Sample Preparation and

Reference Material” has been performed by G

2. Smoke Evacuation Tube Set and AirSeal Tube Set with attached Veress
Needle Adapter Tube Set, Standard Insufflation Tube Set

The components of both the Smoke Evacuation Tube Set and the AirSeal
Tube Set with attached Veress Needle Adapter Tube Set that come into short term
indirect contact with the patient are the filter housing, the filters and the tubing, which
consist of the following medical grade materials:

Filtered Tube Set Modules
Indirect-Patient Contact Materials

Device Material Type | Manufacturer | Material ID Predicate
Component 510(k)s
Filter k092504,
Housing k083211,
k071571
Filter Media k092504,
k083211,
k071571
Filter k092504,
Potting k083211,
k071571
Tubing k092504,
k083211,
k071571
Tubing k092504,
Adhesive k083211,

3
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| k071571

cer DN BN | I 09250
Connectors k083211,
k071571

All the above listed materials have been well characterized chemically and
physically in the published literature and have a long history of safe use with regards
to biocompatibility. In addition, the AirSeal Tube Set with attached Veress Needle
Adapter Tube Set is identical in material and manufacturing to the tube set of the
Tube Set of the AirSeal Predicate Devices.

Finally, cytotoxicity, irritation and hypersensitivity testing following GLP
with the tube set of the AirSeal Predicate Devices in accordance with the FDA
recognized standard 1SO 10993-5, “Biological Evaluation of Medical Devices —
Part 5: Tests for InVitro Cytotoxicity”, 1SO 10993-10, “Biological Evaluation of
Medical Devices — Part 10: Tests for Irritation and Delayed Type
Hypersensitivity”, as amended 2006 and 1SO 10993-5, “Biological Evaluation of
Medical Devices — Part 12: Sample Preparation and Reference Material” has
peen performed by |

The 1SO 10993 tripartite testing sighted above will be conducted on the
Smoke Evacuation Tube Set.

The components of the Insufflation Tube Set for the DPIS 2000 System that
come into indirect short term contact with the patient are the filter, the tubing, the
Luer Lock connectors and the suction connector and consist of the following medical
grade plastic and glass fiber materials:

Insufflation Tube Set
Indirect-Patient Contact Materials

Device Material Manufacturer | Material ID Predicate
Component | Type 510(k)s
Tubing K063367
Filter K063379
Housing

(Gas/Air

Vent Filter)

Filter Media K063379
(Gas Air

Vent Filter)
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Luer K063367
Connector
Luer Cap K063367
Suction K063367
Connector

All the above listed materials have been well characterized chemically and
physically in the published literature, have a long history of safe use and have been

tested in accordance with 1SO 10993 for cytotoxicity, irritation and hypersensitivity
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Section 17, Electromagnetic Compatibility and Electrical Safety

The recommended safety distances in Section 11.7, Recommended Safety Distances
between Portable and Mobile HF Telecommunications Devices and the DPIS 2000
System, in the DPIS 2000 User Manual are taken from standard EN60601-1-2 Section
5.2 tab. 5 recommended distances between portable and mobile HF telecommunications
devices and respective active medical devices. The user manual consequently fulfills the
requirements as mentioned in the standard by adding the information as suggested in said
table, as there are no other circumstances in regards to the DPIS 2000 that would
disqualify the recommended safety distances.

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

Daniel Donovan
Sr. Director of Operations
SurgiQuest, Inc
12 Cascade Blvd., Suite 2B
Orange, CT 06477
DATE: 5.18.11

wat

Mr. Dwight Yen

Food and Drug Administration MAY 19 bl
Center for Devices and Radiological Health a
Document Mail Center - W066-G609 Foormi o ol '\g(p

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Dear Mr. Yen,

Re: Subject: 510(k) for the SurgiQuest AirSeal Optical Trocar &
Cannula System with integrated Insufflator DPIS 2000 (k103692)

Attached please find our response to your Request for Additional
Information dated April 22, 2011.

We have responded to your request in accordance with FDA guidance on the
subject of responding to additional requests for information. Addendum
pages have been identified as alphabetical sets of text and data.

We trust that we have accurately and comprehensively answered the
questions asked of us and eagerly anticipate FDA approval of our
submission.

If there is anything else that we can do to facilitate the approval of our
submission, we are prepared to act and respond immediately.

Thank you for your help in this matter.

Daniel Donovan
}
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Daniel Donovan
Sr. Director of Operations
SurgiQuest, Inc
12 Cascade Blvd., Suite 2B
Orange, CT 06477
DATE: 5.18.11

Mr. Dwight Yen

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center - W066-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Dear Mr. Yen,

Re: Subject: 510(k) for the SurgiQuest AirSeal Optical Trocar &
Cannula System with integrated Insufflator DPIS 2000 (k103692)

Attached please find our response to your Request for Additional
Information dated April 22, 2011.

We have responded to your request in accordance with FDA guidance on the
subject of responding to additional requests for information. Addendum
pages have been identified as alphabetical sets of text and data.

We trust that we have accurately and comprehensively answered the
questions asked of us and eagerly anticipate FDA approval of our
submission.

If there is anything else that we can do to facilitate the approval of our
submission, we are prepared to act and respond immediately.

Thank you for your help in this matter.

Daniel Donovan

12 Cascade Boulevard, Suite 2B | Orange, CT 06477 | 203.799.2400 T | 203.799.2401 F

SurgiQuest.com
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To: Dwight Yen

From: Daniel Donovan

Date: 5.18.11

Subject: Response to Request for Additional Information for the SurgiQuest
AirSeal Optical Trocar & Cannula System with integrated Insufflator

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













































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































