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1.  Sponsor Name f 0—2/(, ! %@

Cambridge Endoscopic Devices, Inc.

2. Device Name :
Proprietary Name: pureWrist™ electrocautery laparoscopic instruments
Common/Usual Name: Electrosurgical cutting and coagulation device and
accessories

3. Identification of Predicate or Legally Marketed Device
The Cambridge Endoscopic Devices, Inc. pureWrist™ electrocautery
laparoscopic instruments are substantially equivalent to the Ethicon Endo-
Surgery, Inc. ENDOPATH® Endoscopic Instruments cleared and under
K984240.

4, Device Description
The pureWrist™ electrocautery laparoscopic instruments are sterile, single
use disposable instruments for use through appropriately sized surgical
trocars. The instruments consist of a rotating insulated shaft with a Smm
diameter. The distal end of the shaft has the respective end effector
attached (scissors, dissector, or hook). The proximal end of the shaft is
attached to an ergonomically shaped handle with a rotating knob that
allows the shaft to rotate 360 degrees in either direction. The handle
contains the actuation mechanism for the respective end effector. The lever
on the handle is compressed and released to activate the instrument jaws
or scissor blades. Each instrument has a monopolor cautery connector that
extends from the bottom of the handle. The connector is used for
electrosurgery when properly attached to a standard cautery cable and
proper generator.

5. Intended Use
The pureWrist™ electrocautery laparoscopic instruments have application

in a variety of minimally invasive procedures to facilitate grasping,
mobilization, dissection, and transection of tissue.

Appendix 5 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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6. Comparison of Technological Characteristics

The pureWrist™ electrocautery laparoscopic instruments have the same
technological characteristics as the predicate devices. Each of the devices
are scissors, graspers, or dissectors that coagulate tissue using monopolar
technology. Each use sharp objects to permit the surgeon to cut or dissect
tissue. Each of the devices are connected to the same or similar
electrosurgical generators and use similar power ranges for operation. The
devices have the same intended use, indications for use, technological
features including similar design, performance, and material characteristics
which further supports the concept of substantial equivalence.

7. Performance Testing
Pre-clinical testing was used to evaluate performance to ensure that the
device can be used as designed. The testing evaluated ergonomics of the
handle and rotating knob, tissue trauma, grasping and dissecting ability,
and electrical insulation requirements. The studies demonstrated
acceptable reliability and design performance relative to the predicate
device. -

8. Statement of Equivalency
Based on the design and intended use, the Cambridge Endoscopic
Devices, Inc. pureWrist™ electrocautery laparoscopic instruments are
substantially equivalent to the Ethicon Endo-Surgery, Inc. ENDOPATH®
instruments cleared under K984240.

Appendix 5 3

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

AUG 1 0 2006

Cambridge Endoscopic Devices, Inc.
% Mr. Jacob Jacobson

Chairman

119 Herbert Street

Framingham, Massachusetts 01752

Re: K061425
Trade/Device Name: pureWrist  Electrocautery Laparoscopic Instrument
Regulatory Number: 21 CFR 878.4400
Regulatory Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: 1I
Product Code: GEI
Dated: May 17, 2006
Received: May 24, 2006

Dear Mr. Jacobson:

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 Il (Special 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 Regulations, Title 21, Parts 800 to 898. [n 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
CI'R 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 call 301-796-8118.
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Page 2 — Mr. Jacob Jacobson

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 Complance 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/edrh/industry/support/index.html.

Sincerely yours,

(W)
g/ 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 call 301-796-8118.
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Indications for Use

510(k) Number (if known): NetAssiomed K O & I y-as
Device Name: pure Wrist™ Electrocautery Laparoscopic Instruments

Indications for Use:

The pureWrist™ electrocautery laparoscopic instruments have application in a variety of
minimally invasive procedures to facilitate grasping, mobilization, dissection, and
transection of tissue.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of General, Restorative,

and Neurological Devices
Page 1 of 1

510(k) Number__£06 /725

11

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Aug 7, 2006
TO:
General Surgery Devices Branch
DGRND/ODE/CDRH/FDA
9200 Corporate Blvd.
Rockville, MD20850

FROM:

Jacob L. Jacobson

Cambridge Endoscopic Devices, Inc.
119 Herbert St., Suite 103
Framingham, MA 01702

(508) 302-1402, ext. 102

RE: Additional Documentation for 510k Notification # K061425

COMMENTS:
Enclosed please find hard copies of the following documents requested by Dr. George Mattamal:
1) Addendum to 510k Notification #K061425 (Summary of Pre-clinical Animal Trials)
2) Revised IFU for pureWrist Scissors
3) Revised IFU for pureWrist Dissector
4) Revised IFU for pureWrist Hook

Cambridge Endoscopic Devices, Inc. * 119 Herbert St., Suite 103 = Framingham, MA 01702 « Ph 508.302.1402 * Fax 508.405.0134

1t
,/ Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. o
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Cambridge Endoscopic Devices, Inc. Aug. 4, 2006

Addendum to 510k Notification # K061425

SUBJECT: Summary of Results of Pre-clinical Animal Trials

CONCLUSION:

Product exceeded surgeons' expectations for dissection,grasping and electrosurgery. Product met
expectations for cutting.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 2
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pureWrist™
Scissors

Diameter: 5 mm, Usable Length: 34 cm

Reorder Number: PW1101-01
BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.
IMPORTANT
This book is designed to assist in using this product. It is not a reference to
surgical technigues.

This device was designed, tested, and manufactured for single patient use only.
Reuse or reprocessing may lead to device failure and subsequent patient injury.
Reprocessing and/or resterilization of this device may create the risk of
contamination and patient infection. Do not reuse, reprocess, ar resterilize this
device.

DESCRIPTION

The CambridgeEndo* pureWrist* Scissors, with a 5 mm diameter insulated shaft
and 34 cm usable length, is designed for use through trocars that accommodate
5 mm devices. This device can be used for monopolar cautery when attached
fo an apprapriate electrocautery generator via the male banana plug on the
bottom of the handle. Articulation of the device's handle results in corresponding
motior of the articulating tip, The articulating tip may also be rotated
independently of the handle using the axial rotation knob at the distal end of the
handle. The tip may be straight or in any articulated position when rotated.

INDICATIONS

The CambridgeFndo* pureWrist* Scissors 5 mm single use instrument with
monopolar cautery has application in a variety of minimally invasive procedure to
facilitate mobilization, transection, and dissection of tissue.

CONTRAINDICATIONS

1. The pureWrist* Scissors single use instrument with monopalar cautery is
NOT intended for contraceptive coagulation of fallopian tissue, but may be
used to achieve hemestasis following transection of the fallopian tube.

2. The device is intended for use only as indicated.

WARNINGS AND PRECAUTIONS

1. User should be trained in the use of the device before using in a surgical
procedure.

2. Prior to inserting and removing device through a trocar, ensure that the
scissor blades are closed and the distal tip is straight.

3. Only physicians having adequate training and familiarity with endoscopic
techniques should perform endoscopic procedures. Consult the medical
literature retative to techniques, complications, and hazards prior to
performing endoscopic pracedures.

4. Athorough understanding of the principle and techniques involved in
electrosurgical procedures is necessary to aveid shock and burn hazard to
both patient and user. Verify compatibility of instrumentation to ensure
that electrical isolation or grounding is not compromised.

5. Do notuse power settings that may result in more than 3000 Volts being
delivered to the pureWrist* Scissors. Excessive power levels may result in
nstrument malfunctions and possible patient or user injury.

6. The instrument is not intended for use when minimally invasive techniques
are contraindicated.

7. This device is provided STERILE and is intended for use in a SINGLE
procedure only. DISCARD AFTER USE. DO NOT REUSE,
REPROCESS, OR RESTERILIZE THIS DEVICE.

Hand Supor
Proximal Bending Section Swuctre
Soissor Blades Wi Shaft .
T q’;: _Vl
! ; Axial Rolation Knob ~
Distal Bercding Section /' N
Finger Hold Bel / /
Tip Actustion Lever  Universaf Make

Banana Pluy

SCHEMATIC VIEW

. Tip (Scissor Blades) - Used for transection and blunt dissection of tissue

. Distal Bending Section — Provides articulation of the distal tip

. Main Shaft — Rigid insulated shaft

. Proximal Bending Section — Articulates the distal bending section

. Axial Rotation Knob — Allows user to rotated shaft independent of handie

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

. Jaw Actuation Lever — Used to open and close the scissor blades
. Handle — User holds the device here

ELECTROCAUTERY COMPATIBILITIES

The pureWrist* Scissors are compatible with the following manufacturer's
electrosurgical generators: Valleylab, Conmed, and Circon.
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MOTION

. Upward articulation of the handle relative to the main shaft causes
corresponding upward articulation of the tip relative to the main shaft.

. When the handle is straight/in line with the main shaft, the tip is also
straightfin line with the main shaft.

. Axial rotation while the tip is articulated causes the tip to rotate about its
center axis, while remaining articulated.

. Articulating the handle in any direction (upwards, downwards, or sideways)
relative to the main shaft causes corresponding articulation of the tip
relative to the main shaft.

INSTRUCTIONS FOR USE

1. Ifthe electrocautery function of the device will be used. connect to an
appropriate monopolar generator using a standard cautery cable attached
to the male banana plug at the back of the handie.

2. Prior to inserting the device through a trocar, ensure that the scissor
blades are closed by depressing the Tip Actuation Lever and ensure that
the distal tip is straight relative to the main shaft.

3. ©Once the device is inside the body, the blades can be opened and closed
by depressing and releasing the Tip Actuation Lever.

4. Tip articulation can be obtained by articulating the handle relative to the
matin shaft.

5. Tip rotation can be obtained by rotating the Axial Rotation Knob relative to
the handle.

6. Prior to removing the device from the trocar, ensure that the blades are
closed by depressing the Tip Actuation Lever and ensure that the distal tip
is straight relative to the main shaft.

®) el /ﬂ”

STORE AT ROOM TEMPERATURE.
AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES,
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F (54°C).

CAUTION: Federal (USA) law restricts this device for sale and use by, or on the
order of, a physician.

*Trademark

US Patents Pending

Manufactured in the USA for: Cambridge Endoscopic Devices, inc., Framingham, MA 01702

CB2124-01 Rev RO1

>
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CAMBRIDGENDO™

pureWrist™

Dissector
Diameter: 5 mm, Usable Length: 34 cm

. Tip Actuation Lever — Used to open and close the jaws
. Handie — User holds the device here

ELECTROCAUTERY COMPATIBILITIES
The pureWrist* Dissector is compatible with the following manufacturer's
electrosurgical generators: Valleylab, Conmed, and Circon.

Reorder Number: PW1201-01
BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.
IMPORTANT
This book is designed to assist in using this product. It is not a reference to
surgical techniques.

This device was designed, tested, and manufactured for single patient use only.
Reuse or reprocessing may lead to device failure and subsequent patient injury,
Reprocessing and/or resterilization of this device may create the risk of
contamination and patient infection. Do not reuse, reprocess, or resterilize this
device.

DESCRIPTION

The CambridgeEndo® pureWrist* Dissector, with a 5 mm diameter insulated shaft
and 34 cm usable length, is designed for use through trocars that accommodate 5
mm devices. This device can be used for monopolar cautery when attached to an
appropriate electrocautery generator via the male banana piug on the bottom of
the handle. Articulation of the device's handle results in comesponding motion of
the articulating tip. The articulating tip may also be rotated independently of the
handle using the axial rotation knob at the distal end of the handle. The tip may be
straight or in any articulated position when rotated.

INDICATIONS

The CambridgeEndo* pureWrist* Dissector 5 mm single use instrument with
monopolar caulery has application in a variety of minimally invasive procedure to
facilitate grasping, mobilization, and dissection of tissue.

CONTRAINDICATIONS

1. The pureWrist® Dissectar single use instrument with monopolar cautery is
NOT intended for contraceptive coagulation of fallopian tissue, but may be
used to achieve hemostasis following transection of the fallopian tube.

2. The device is intended for use only as indicated.

WARNINGS AND PRECAUTIONS

1. User shauld be trained in the use of the device before using in a surgical
procedure.

2. Prior to inserting and removing device through a trocar, ensure that the jaw is
closed and the distal tip is straight.

3. Only physicians having acdequate training and familiarity with endoscopic
techniques should perform endoscopic procedures. Consult the medical
literature relative to techniques, complications, and hazards prior to
performing endoscopic pracedures.

4. Athorough understanding of the principle and techniques involved in
electrosurgical procedures is necessary to avoid shock and burn hazard to
both patient and user. Verify compatibility of instrumentation to ensure that
electrical isolation or grounding is not compromised.

5. Do ngt use power settings that may result in more than 3000 Volts being
delivered to the pureWrist* Dissector. Excessive power levels may result in
instrument malfunctions and possible patient or user injury.

6. The instrument is not intended for use when minimally invasive techniques
are contraindicated.

7. This device is provided STERILE and is intended for use in a SINGLE
procedure only. DISCARD AFTER USE. DO NOT REUSE, REPROCESS,
OR RESTERILIZE THIS DEVICE.
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SCHEMATIC VIEW

. Dissector Tip — Used for grasping and blunt dissection of tissue

. Distal Bending Section — Provides articulation at the distal tip

+ Main Shaft — Rigid insulated shaft

. Proximal Bending Section — Articulates the distal bending section

- Axial Rotation Knob — Allows user to rotated shaft independent of handle

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

. Upward articulation of the handie relative to the main shaft causes
corresponding upward articulation of the tip relative to the main shaft.

. When the handle is straight/in line with the main shaft, the tip is atso
straight/in line with the main shaft.

. Axial rotation while the tip is articulated causes the tip to rotate about its
center axis, while remaining articulated.

. Articulating the handle in any direction (upwards, downwards, or sideways)
relative to the main shaft causes corresponding articulation of the tip
relative to the main shatt.

INSTRUCTIONS FOR USE

1. Ifthe electrocautery function of the device will be used, connect to an
appropriate monopolar generator using a standard cautery cable attached
to the male banana plug at the back of the handle.

2. Prior to inserting the device through a trocar, ensure that the jaw is closed
by depressing the Tip Actuation tever and ensure that the distal tip is
straight refative to the main shaft.

3. Once the device is inside the body, the jaws can be opened and closed by
depressing and releasing the Tip Actuation Lever.

4. Tip articulation can be obtained by articulating the handle relative ta the
main shaft.

5. Tip rotation can be obtained by rotating the Axial Rotation Knob relative to
the handle.

6. Prior to removing the device from the trocar, ensure that the jaw is closed
by depressing the Tip Actuation Lever and ensure that the distal tip is
straight relative to the main shaft.

Sterile [R]

STORE AT ROOM TEMPERATURE.
AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F (54°C).

M°C

CAUTION: Federal (USA) law restricts this device for sale and use by, or on the
order of, a physician.
*Trademark

U5 Patents Pending
Manufactured in the USA for: Cambridge Endoscopic Devices, Inc.., Framingham, MA 01702

CB2123-01 Rev RO

/
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CAMBRIDGENDO"

pureWrist™
Hook

Diameter: 5 mm, Usable Length: 33 cm

Reorder Number: PW1301-01

IMPORTANT
This book is designed ta assist in using this product. It is not a reference to
surgical techniques.

BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THORQUGHLY.

This device was designed, tested, and manufactured for single patient use
only. Reuse or reprocessing may lead to device failure and subsequent
patient injury. Reprocessing and/or resterilization of this device may create the
risk of contamination and patient infection. Do not reuse, reprocess, or
resterilize this device.

DESCRIPTION

The CambridgeEndo* pureWrist* Electrocautery Hook, with a 5 mm diameter
insulated shaft and 33 cm usable length, is designed for use through trocars
that accommodate 5 mm devices. This device can be used for monopolar
Cautery when attached to an appropriate electrocautery generator via the male
banana plug on the bottom of the handle. Articulation of the device's handle
results in corresponding motion of the articulating tip. The articulating tip may
also be rotated independently of the handle using the axial rotation knob at the
distal end of the handle. The tip may be straight or in any articulated position
when rotated.

INDICATIONS

The CambridgeEnde* pureWrist* Hook 5 mm single use instrument with
manopolar cautery has application in a variety of minimally invasive procedure
to facilitate mabilization and electrocautery of tissue.

CONTRAINDICATIONS

1. The pureWrist* Hook single use instrument with mongpolar cautery is
NOT intended for contraceptive coagulation of fallopian tissue, but may
be used to achieve hemostasis following transection of the fallopian tube.

2. The device is intended for use only as indicated.

WARNINGS AND PRECAUTIONS

1. User should be trained in the use of the device before using in a surgical
procedure.

2. Prior to inserting and remaving device through a frocar, ensure that the
distal tip is straight.

3. Only physicians having adequate training and familiarity with endoscopic
techniques should perform endoscopic procedures. Consult the medical
literature relative to techniques, complications, and hazards prior to
performing endascopic procedures.

4. Athorough understanding of the principle and techniques invalved in
electrosurgical procedures is necessary to aveid shock and burn hazard
to both patient and user. Verify compatibility of instrumentation to
ensure that electrical isolation or grounding is not compromised.

3. Do not use power settings that may result in more than 3000 Volts being
delivered to the pureWrist* Hook. Excessive power levels may result in
instrument malfunctions and possible patient or user injury.

6. The instrument is not intended for use when minimally invasive
techniques are contraindicated.

7. This device is provided STERILE and is intended for use in a SINGLE
procedure only. DISCARD AFTER USE. DO NOT REUSE,
REPROCESS, OR RESTERILIZE THIS DEVICE.
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SCHEMATIC VIEW

- Tip (Hook) — Used for mobilization and cautery of tissue

. Distal Bending Section — Provides articulation of the distal tip
. Main Shaft - Rigid insulated shaft

. Proximal Bending Section — Articulates the distal bending section
. Auxial Rotation Knob — Allows user 1o rotated shaft independent of handle
. Handle — User holds the device here

ELECTROCAUTERY COMPATIBILITIES
The pureWrist* Hook is compatible with the following manufacturer's
electrosurgical generators: Valleylab, Conmed, and Circon..

7
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MOTION

. Upward articulation of the handle relative to the main shaft causes
corresponding upward articulation of the tip relative to the main shaft.

. When the handle is straightfin line with the main shaft, the tip is also
straight/in line with the main shaft.

. Axial rotation while the tip is articulated causes the tip to rotate about its
center axis, while remaining articulated.

. Ariculating the handle in any direction (upwards, downwards, or
sideways) relative to the main shaft causes corresponding articulation of
the tip relative to the main shaft,

INSTRUCTIONS FOR USE

1. Ifthe electrocautery function of the device will be used, connect to an
appropriate monopolar generator using a standard cautery cable
attached to the male banana plug at the back of the handie.

2. Priorto inserting the device through a trocar, ensure that the the distal tip
is straight relative ta the main shaft.

3. Tip articulation can be obtained by articulating the handie relative to the
main shaft.

4. Tip rotation can be obtained by rotating the Axial Rotation Knob relative
to the handle.

5. Priar to removing the device from the tracar, ensure that the distal tip is
straight relative to the main shaft.

Sterile [R]

STORE AT ROOM TEMPERATURE.
AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F {54°C).

54°C

CAUTION: Federal (USA) law restricts this device for sale and use by. or on
the order of, a physician,

*Trademark

US Patents Perdling

Manufactured in the USA for: Cambridge Endoscopic Devices, Inc., Framingham, MA
01702

CB2125-01 Rev RO1

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

AUG 1 0 2006

Cambridge Endoscopic Devices, Inc.
% Mr. Jacob Jacobson

Chairman

119 Herbert Street

Framingham, Massachusetts 01732

Re: K061425
Trade/Device Name: pureWrist Electrocautery Laparoscopic Instrument
Regulatory Number: 21 CFR 878.4400 '
Regulatory Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: 11
Product Code: GEI
Dated: May 17, 2006
Received: May 24, 2006

Dear Mr. Jacobson:

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 provistons 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 Il (Special 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 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 1ssuance 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 electronie
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 call 301-796-8118.
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Page 2 — Mr. Jacob Jacobson

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,

WO
g/ 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 call 301-796-8118.
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Cambridge Endoscopic Devices, Inc. 5/172006
510K

Indications for Use

510(k) Number (if known): Netssigmed K O & 1 yas
Device Name: pure Wrist™ Electrocautery Laparoscopic Instruments
Indications for Use:

The pureWrist™ electrocautery laparoscopic instruments have application in a variety of
minimally invasive procedures to facilitate grasping, mobilization, dissection, and
transection of tissue.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division ign-Off)
Division of (reneral, Restorative,

and Neurological Devices
Page 1 of 1

510(k) Number__£o04 /725"

11

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center {HFZ-401)
9200 Corporate Blvd.

May 25, 2006 _ Rockville, Maryland 20850
CAMBRIDGE ENDOSCOPIC DEVICES 510{(k} Number: K061425

C/0 TDC MEDICAL Received: 24-MAY-2006

261 CEDAR HILL STREET Product: PUREWRIST SCISSORS,
QUALITY AND REGULATORY AFFAIRS MODEL

MARLBOROUGH, MA (01752 PW1101-01; PUREWRIST
ATTN: LYNN BOUGIE DISSECTOR, MODEL

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug,
and Cosmetic Act(Act) for the above referenced product. We have assigned
your submission a unique 510(k) number that is cited above. Please refer
prominently to this 510 (k) number in any future correspondence that
relates to this submission. We will notify you when the processing of
your premarket notification 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,

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff
entitled, "FDA and Industry Actions on Premarket Notification (510(k))
Submissions: Effect on FDA Review Clock and Performance Assessment",
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. Please review
this document at http://www.fda.gov/cdrh/mdufma/guidance/l219.html.

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/cdrh/ode/guidance/l567.html. Please refer
to this guidance for assistance on how to format an original submission
for a Traditional or Abbreviated 510(k) .,

In future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRHs eCopy Program, you may replace one paper copy of any
premarket submission (e.g., 510(k), IDE, PMA, HDE) with an electronic
COpPY. For more information about the program, including the formatting
requirements, please see www.fda.gov/cdrh/elecsub.htm] .

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (BMC) (HFZ-401) 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 Tndustry about Premarket Files Under Review"., Please refer to this
guidance for information on current fax and e-mail practices at
www.fda.gov/cdrh/ode/a02—01.html.

D

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

You shoul amiliar with the regulatory requirements for medical
device available at evice Advi

vice http://www.fda.gov/cdrh/devadvice/".
If you have other procedural or policy questions, or want information on

please contact DSMICA at
free number {800) 638-2041, or at their

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Office of Device Evaluation

Center for Devices and Radiological Health

\6

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



Records processed under FOIA Request #2015-10117; Released by CDRH on 08-29-2016.
DEPARTMENT OF HEALIH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
8200 Corporate Blvd.

May 23, 2006 Rockville, Maryland 20850
CAMBRIDGE ENDOSCOPIC DEVICES 510(k) Number: K061475

C/0 TDC MEDICAL Received: 23-MAY-2006

261 CEDAR HILI, STREET Product: PUREWRIST SCISSORS,
QUALITY AND REGULATORY AFFAIRS User Fee ID Number: 6025824

MARLBOROUGH, MA 01752 PW1101-01; PUREWRIST

ATTN: LYNN ROUGIE DISSECTOR, MODEL

The Food and Drug Administration (FDA) Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
daccordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
{Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TO DO 50.

The Act, as amended by the Medical Device User Fee and Modernization Act of
2002 (MDUFMA) (Public Law 107-250), specifies that a submission shall he
considered incomplete and shall not be accepted for filing until fees have
been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510(k) cannot
be filed and has been placed on hold. Please send a check to one of the
addresses listed below:

By Regular Mail By Private Courier (e.g., Fed Ex, UPS, etc.)
Foed and Drug Administration U.S. Bank

P.0. Box 956733 956733

St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration referencing
the payment identification number, and a copy of the User Fee Cover sheet
should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (301) 594-2977 referencing the

510(k) number if you have not already sent it in with your 510(k) submission.
After the FDA has been notified of the receipt of your user fee payment, vour
510(k) will be filed and the review will begin. If payment has not been
received within 30 days, your 510(k} will be deleted from the system.
Additional information on user fees and how to submit your user fee payment
may be found at http://www.fda.gov/oc/mdufma.

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

3
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Please note that since your 510(k) has not been reviewed, additional
information may be required during the review process and the file may be
placed on held once again. If you are unsure as to whether Or not you need
to file an application with FDA or what type of application to file, you
should first telephone the Division of Small Manufacturers, International
and Consumer Assistance (DSMICA), for guildance at (301)443-6597 or its
toll-fee number (800)638-2041, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, Or you may submit a 513(g) request
to the Document Mail Center at the address above. If you have any

questions concerning the contents of this letter, you may contact me at
(301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiological Health

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

2
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DEPARTMENT OF HEALTH AND HUMAN |

SERVICES '

FOOD AND DRUG ADMINISTRATION

sﬂEDICAL DEVICE USER FEE COVER
EET

A completed Cover Sheet must accompany each original application or supplement subject
to fees. The following actions must be taken o properly submit your application and fee
payment: .

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration
(FDA) before payment is sent.

2. Inciude printed copy of this completed Cover Sheet with a check made payable to the
Food and Drug Administration. Remember that the Payment Identification Number must
be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733,
St. Louis, MO 63195-6733. (Note: in no case should payment be submitted with the
application.)

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover
Sheet to: US Bank, Attn: Government Lockbox 956733, 1005 Convention Plaza, St.
Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US Bank at
314-418-4821 if you have any questions conceming courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment
Instructions at the following URL: http://www.fda.gov/cdrh/mdufma/fags.html#3a. You are
responsible for paying all fees associated with wire fransfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when
submitting to the FDA at either the CBER or CDRH Document Mail Center.

1
!
|
[}

your check.

;

- 2. CONTACT NAME
1. COMPANY NAME AND ADDRESS Jacob Jacobson
(include name, street address, city state, 2 1 E-MAIL ADDRESS

country, and post office code : .
o P code) jjacobson@cambridgeendo.com

CAMBRIDGE ENDOSCOPIC DEVICES |2.2 TELEPHONE NUMBER (include Area

INC code)
119 Herbert Street 508-302-1402-102
Framingham MA 01752 o 3 FACSIMILE (FAX) NUMBER (Include
us ™ Area code)
1.1 EMPLOYER IDENTIFICATION 508-405-0134
" NUMBER (EIN)
201925995

13. 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://www.fda.gov/dc/mdufma

Select an application type: 3.1 _Select one of the types below
Fgl(]rt)lj’remarket notification(510(k)); except for third [X] Original Application
[ ] Biologics License Application (BLA) Suppiement Types:

[ ] Premarket Approval Application (PMA) [ ] Efficacy (BLA)
[ 1 Modular PMA [ ] Panel Track (PMA, PMR, PDP)
[ 1 Product Development Protocol (PDP) [ ] Real-Time (PMA, PMR, PDP)

[

[ ] Premarket Report (PMR) ] 180-day (PMA, PMR, PDP)

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

\%



4. ARE YOU A SMEE{IBUSSIRE SIS (@b tH S trulionRfar hurePfitarti=iich on
determining this status)

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

4.1 If Yes, please enter your Small Business Decision Number: SBD068212

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

[ ] This application is the first PMA submitted by a [] The sole purpose of the application is
qualified small business, including any affiliates, to support conditions of use for a
parents, and partner firms pediatric popuiation

[ ] This biologics application is submitted under [ ] The application is submitted by a
secion 351 of the Public Health Service Act fora state or federal government entity for a
product licensed for further manufacturing use device that is not to be distributed
only commercially

6. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES
WERE WAIVED DUE TO SOLE USE IN A 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).)

[]YES [X] NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET

(FOR FISCAL YEAR 2005)
16-May-2006

Form FDA $601 (08/2003)

Close WindOW)
-

. Print Cover sheet)

20

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Cambridge Endoscopic Devices, Inc.
119 Herbert Street
Framingham, MA 01702

May 17, 2006

Food and Drug Administration

Center for Devices and Radiological Health -
Office of Device Evaluation

510(k) Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

RE: Premarket Notification for the pureWrist™ electrocautery laparoscopic instruments

Dear Sir/Madam:

Pursuant to 21 CFR 807.90, Cambridge Endoscopic Devices, Inc., 119 Herbert Street,
Framingham, MA 01702 is submitting two copies of this 510(k) notification for the
pureWrist™ electrocautery laparoscopic instruments.

Section I of this document contains a completed copy of the “Premarket Submission Cover
Sheet” and the “Premarket Notification 510(k) Checklist for Acceptance Decision,” with
reference to the sections of this document that contain the required information, and an
“Indications For Use Statement”. The “510(k) Summary of Safety and Effectiveness
Information” can be found in Section VIII.

This notification thoroughly describes the intended use and technological features of the
pureWrist™ electrocautery laparoscopic instruments and those of their predicates.

Cambridge Endoscopic Devices, Inc. requests that the FDA keeps and maintains
confidential both the existence and the contents of this Premarket Notification in
accordance with 21 CFR 807.95(b). Cambridge Endoscopic Devices, Inc. also requests
that the FDA keeps and maintains confidential the contents of this letter,

We are cager to provide any necessary assistance during your evaluation of this
submission. If you have any questions about this Premarket notification, the contact person
is: Jacob Jacobson; Phone 508-302-1402 x102.

incefeyy,

acOb Jicobson
hairman — Carpibridge Endoscopic Devices, Inc. 3

bi il <

QX 2\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Cambridge Endoscopic Devices, Inc. 5/17/2006

SI0K

Cambridge Endoscopic Devices, Inc.

Premarket Notification
for

pureWrist™ Electrocautery
Laparoscopic Instruments

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Cambridge Endoscopic Devices, Inc. 5/17/06

510K

pureWrist™ Electrocautery Laparoscopic Instruments
Premarket Notification

TABLE OF CONTENTS
Section Description Page Number
Section L. Required Information
PreMarket Cover Sheet 000001
DRAERD Reviewer Screening Checklist 000006
Truthful and Accurate Statement 000010
Indication for Use Statement 000011
General Information
Company Name and Address 000012
Device Name 000012
Establishment Registration Number 000012
Device Classification 000012
Performance Standards 000012
Labeling — Instructions for Use and Device Labels 000012
Section II. Device Description 000014
Section 111 Substantial Equivalence Rationale 000017
Section IV Performance Testing 000021
Section V Sterilization and Biocompatibility 000022
Section VI Kit Certification 000024
Section VII Software 000025
Section VI Summary of Safety and Effectiveness 000026
Section IX Appendices 000027
1. Device Labeling Al 001
2. Device Drawings A2 001
3. Predicate Device Information A3 001
4, Performance Data A4 001
5. 510K Summary of Safety and Effectiveness A5 001

23

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

-2908 %o. 9010-0120
Expiration Date: May 31, 2007.
See OMB Statement on page 5.

Date of Submission
5/17/06

‘ User Fee Payment ID Number
!

FDA Submission Document Number (if known)
Unknown

TYPE OF SUBMISSION

|:] Report Amendment

PMA PMA & HDE Supplement PDP 510(k) ! Meeting
[] original Submission | [] Regular (180 day) [] original PDP ' X original Submission: [] Pre-510(K) Meeting
D Premarket Report [:| Special D Notice of Completion @ Traditional D Pre-IDE Meeting
E Modular Submission % Panel Track (PMA Only) | [[] Amendment to PDP S Special E Pre-PMA Meeting
Amendment 30-day Supplement Abbreviated (Complete Pre-PDP Meeting
[] Report [[] 30-day Notice section |, Page 5) [] pay 100 Meeting
] Report Amendment O 135-day Supplement ! [ Additional Information O] Agreement Meeting
[] Licensing Agreement | [_] Reak-time Review [ Third Party Determination Meeting
[:l Amendment to PMA [:] Other (specify):
D &HDE Supplement
Other
IDE Humanitarian Device Class || Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
[:I Original Submission [:l Original Submission D Original Submission D Ori 'nal(gz:n?i‘s’soi)on D 513(g)
Amendment Amendment D Additional Information D Adgiltional Information E] Other . o
] supplement [] Supplement (describe submission):
|:] Report

ON B
Company / Institution Name

Have you used or cited Standards in your submission?

Cambridge Endoscopic Devices, Inc.

@ Yes l:] No (If Yes, please complete Section i, Page 5)

APP A OR P OR

Establishment Registration Number (if known)
3005256487

Division Name (if applicabie)
1y A

Phone Number (including area code}
(508) 302-1402 x102

+reet Address
119 Herbert Street

FAX Number (including area code)
(508) 405-0134

Jacob Jacobson

City State / Province ZIP/Postal Code Country
Framingham MA 01702 USA
Contact Name

Contact Title
Chairman

SECTIONC

Company / Institution Name
TDC Medical

APPLICATION CORRESPONDENT {e.g., consultant, if different from above)

Contact E-mail Address

Jjacobson@cambrideeendo.com

Division Name (if applicable)

Quality and Regulatory Affairs

Phone Number (including area code)
(508) 597-1809

Street Address
261 Cedar Hill Street

FAX Number {inciuding area code)
(508) 481-6238

City State / Province ZIP/Postal Code Country
Marlborough MA 01752 USA
Contact Name
Lynn Bougie

act Title Contact E-mail Address
QA/RA Engineer Ibougie@tdemedical.com

FORM FDA 3514 (6/05)

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

PAGE 1 of 5 PAGES

PSC Media Ans (30)) 4432454 EF

2%



SECTION D1

|:| Withdrawal

D Additional or Expanded Indications
- Request for Extension

1 Post-approval Study Protocol

L__] Request for Applicant Hold

Records

DRequest for Removal of Applicant Hold
D Request to Remove or Add Manufacturing Site

processed under FOIA Request #2015-10117; Released by CDRH on 08-29-2016.
REASON FOR APPLICATION - PMA, PDP, OR HDE

[:] Change in design, component, or
specification:

Software / Hardware
(] cotor Additive
(] Material
D Specifications
] other (specify below)

D Location change:
Manufacturer
[:I Sterilizer
D Packager

D Process change:
Manufacturing
D Sterilization
D Packaging
[:l Other {specify below)

D Response to FDA correspondence:

|:| Labeling change:
E] Indications
I:I Instructions
D Performance
(] shelf Lite
D Trade Name
D Other (specify below)

I:I Report Submission:
D Annual or Perigdic
|:] Post-approval Study
Agdverse Reaction
D Device Defect
D Amendment

[:l Change in Ownership
I:] Change in Comespondent
D Change of Applicant Address

D Other Reason (specify).

SECTION D2

D New Device
r-l New Indication

Addition of Institution
]_] Expansion / Extension of Study
(] IRB Centification
D Termination of Study
|:| Withdrawal of Application
D Unanticipated Adverse Effect
D Netification of Emergency Use
D Compassionate Use Request
D Treatment IDE
|:| Continued Access

REASON FOR APPLICATION - IDE

|:| Change in;
D Correspondent / Applicant
D Design / Device
D Informed Consent
D Manufacturer
D Manufacturing Process
[ ] Protocol - Feasibility
[] Protocol - Other
D Sponsor

D Report submission:
D Current Investigator
D Annual Progress Report
D Site Waiver Report
D Final

D Repose to FDA Letter Concerning:
I:] Conditional Approval
D Deemed Approved
[] Deficient Final Report
I:l Deficient Progress Report
D Deficient Investigator Report
Disapproval

Request Extension of
Time to Respond to FDA

D Request Meeting
l:l Request Hearing

D Other Reason (specify):

SECTION D3

New Device

D Additional or Expanded indications

REASON FOR SUBMISSION - 510(k)

|:| Change in Technology

D Other Reason (specify):

FORM FDA 3514 (6/05)

PAGE 2 of 5 PAGES

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



SECTION E

ADDITIONAL INFORMATION ON 510{(K) SUBMISSIONS

Product codes of davices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information

11 GEl 2 3 4
P4 510 (k) summary attached

5 6 7 8 [] 510 (k) statement

smation on devices to which substantial equivalence is claimed (if known)
510(k) Number . Trade or Proprietary or Mode! Narme Manufacturer

1] K984240 11 ENDOPATH Endoscopic Instruments 1| Ethicon Endo-Surgery, Inc.

2 2 2

3 3 3

4 4 4

5 5 5

6 6 6

SECTIONF
Common or usual name or classification
Laparoscopic Electrocautery Instruments

PRCDUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

T

Trade or Proprietary or Model Name for This Device Model Number
1| pureWrist Scissors 11 PW1101-01
2| pureWrist Dissector 2i PW1201-01
3| pureWrist Hook 3| PW1301-01
4 4
5 5
FDA document numbers of all prior related submissions {regardiess of outcome)
1 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission

E Labaratory Testing E Animal Triats [:] Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section {if applicable) Device Class
GEI §78.4400 D Class | m Class Il
Classification Panel .
Class Ili Unclassified

General & Plastic Surgery U .

Indications (from labeling)

The CambridgeEndo™ pureWrist™ X* § mm single use instrument with monopolar cautery has application in a vatiety of minimally
asive procedures to facilitate grasping, mobilization, and dissection of tissue,

*X = Instrument Name - Scissors, Dissector, or Hook

FORM FDA 3514 (6/05}) PAGE 3 of 5 PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. Q_



Records processed under FOIA Request #201 5
Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form. Unknown

SECTIONH MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Establishment Registration Number
[] original (] Manufacturer [] contract Sterilizer

D Add D Delete D Contract Manufacturer D Repackager / Relabeler
Company / Institution Name Establishment Registration Number
Division Name (if applicable) Phone Number (including area code)

( )

Street Address FAX Number

( )

“City ’ State / Province

—— .

7tact Name | Contact Title

FORM FDA 3514 (6/05) PAGE 4 of 5 PAGES

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




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
60601-1 IEC IEC 60601-1 (1998): Medical Electrical Equipment | 2™ Edition 1988
1 Part 1: General Requirements for Safety
Standards No. Standards Standards Title Version Date
QOrganization
60601-2-18 IEC IEC 60601-1 (1998): Medical Electrical Equipment | 2™ Edition 1996
2 Part 2: Particular Requirements for Safety of

Endoscopic Equipment

Standards No. Standards Standards Titie Version Date
Organization
60601-2-2 IEC IEC 60601-1 (1998): Medical Electrical Equipment 3" Edition 1998
3 Part 2-2: Particular Requirements for Safety of High

Frequency Surgical Equipment

Standards No. Standards Standards Title Version Date
Organization

4
Standards No. Standards Standards Title Version Date
Organization
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is cstimated to average 0.5 howr 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:

Food and Drug Administration
CDRH (HFZ-342)

9200 Corporate Blvd.
Rockville, MD 20850

- 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

FORM FDA 3514 (6/05) PAGE 5 of § PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 2%
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Cambridge Endoscopic Devices, Inc. 05/17/06
510K

SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS
510(k) Number: __ Not Assigned

The cover letter clearly identifies the type of 510(k) submission as (Check the
appropriate box):

[1 Special 510(k) - Do Sections 1 and 2
[J Abbreviated 510(k) - Do Sections 1, 3 and 4
X Traditional 510(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present Inadequate or
Missing
Cover letter, containing the elements listed on page 3-2 of the XX
Premarket Notification [510 )] Manual.
Table of Contents. XX
Truthful and Accurate Statement. Page 10
Device’s Trade Name, Device’s Classification Name and Page 12

Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status Page 12
Class 1, Class II, Class II1 or Unclassified).

Proposed Labeling including the material listed on page 3-4 of the | Page 12

Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in the Page 11
premarket submission.
Substantial Equivalence Comparison, including comparisons of Page 17

the new device with the predicate in areas that are listed on page
3-4 of the Premarket Notification [510)] Manual.

510(k) Summary or 510(k) Statement. Page 26

Description of the device (or modification of the device) including | Page 14
diagrams, engineering drawings, photographs or service manuals.

Identification of legally marketed predicate device. * Page 14
Compliance with performance standards, * [See Section 514 of Page 12
the Act and 21 CFR 807.87 (d).]

Clags 111 Certification and Summary. ** NA
Financial Certification or Disclosure Statement for 5 10(k) NA
notifications with a clinical study. * [See 21 CFR 807.87 (i)]

510(k) Kit Certification *** NA

* - May not be applicable for Special 5 10(k)s.

** - Required for Class III devices, only.

*** - See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the
Convenience Kits Interim Regulatory Guidance.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. zq
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5/17/2006

Section 2: Required Elements for a SPECIAL 510(k) submission: Not applicable

Present

Inadequate or
Missing

Name and 510(k) number of the sponsor’s own, unmodified
predicate device.

A description of the modified device and a comparison to the
sponsor’s predicate device.

A statement that the intended use(s) and indications of the
modified device, as described in its labeling, are the same as the
intended uses and indications for the sponsor’s unmodified
predicate device.

A statement that the modification has not altered the fundamental
technology of the sponsor’s predicate device.

A Design Control Activities Summary that includes the following
elements (a-¢):

(no entry
here)

{no entry here)

a. Identification of Risk Analysis method(s) used to assess the
impact of the modification on the device and its components, and
the results of the analysis.

b. Based on the Risk Analysis, an identification of the required
verification and validation activities, including the methods or tests
used and the acceptance criteria to be applied.

¢. A Declaration of Conformity with design controls that includes
the following statements:

A statement that, as required by the risk analysis, all
verification and validation activities were performed by the
designated individual(s) and the results of the activities
demonstrated that the predetermined acceptance criteria
were met. This statement is signed by the individual
responsible for those particular activities.

A statement that the manufacturing facility is in
conformance with the design control procedure
requirements as specified in 21 CFR 820.30 and the records
are available for review. This statement is signed by the

| individual responsible for those particular activities.

e J
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 3
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5/17/2006

Section 3: Required Elements for an ABBREVIATED 510(k)* submission: NA

Present

Inadequate
or Missing

For a submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If a manufacturer elects
to use an alternate approach to address a particular risk, sufficient
detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements of
a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which is
posted with the 510(k) boilers on the H drive.)

For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer
intends to conform to a recognized standard and that supporting
data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and that
supporting data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
has not been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and that
supporting data will be available before marketing the device and
any additional information requested by the reviewer in order to
determine substantial equivalence.

Any additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial equivalence,

* - When completing the review of an abbreviated 510(k), please fill out an Abbreviated

Standards Data Form (located on the H drive) and list all the guid
controls, recognized standards and/or non-recognized standards,

sponsor.

ance documents, special
which were noted by the

31

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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510K
Missing
a) Biocompatibility data for all patient-contacting materials, OR Page 23
certification of identical material/formulation:
b) Sterilization and expiration dating information: Page 22
1) sterilization process Page 22
ii) validation method of sterilization process Page 22
iii} SAL Page 22
iv) packaging Page 22
v) specify pyrogen free NA
vi) ETO residues NA
vii) radiation dose Page 22
NA

¢) Software Documentation:

Ftems with checks in the "Present but Deficient” column require additional information
Jrom the sponsor. Iltems with checks in the " Missing" column must be submitted before

substantive review of the document.

Passed Screening Yes No

Reviewer:

Concurrence by Review Branch:

Date;

The deficiencies identified above represent the issues that we believe need to be resolved

before our review of your 510(k) submission can be successfull

y 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.{da.gov/cdrh/modact/leastburdensome. html

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

32



Cambridge Endoscopic Devices, Inc.

S10K

Records processed under FOIA Request #2015-10117; Released by CDRH on 08-29-2016.

Truthful and Accuracy Statement

Pursuant to 21 CFR § 807.87(j), I certify that, in my capacity as the Chairman of
Cambridge Endoscopic Devices, Inc., I believe to the best of my knowledge, that
all data and information submitted in this premarket notification are truthful and

accurate and that no material fact has been omitted.

/ /J\quub\'

A4

Jdcob Jacobson
Chairman, Cambridge Endoscopic Devices, Inc.

May 17, 2006

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

5/17/2006

10
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Indications for Use

510(k) Number (if known): NetAssigmed K O & 1 yas
Device Name: pure Wrist™ Electrocautery Laparoscopic Instruments
Indications for Use:

The pureWrist™ electrocautery laparoscopic instruments have application in a variety of
minimally invasive procedures to facilitate grasping, mobilization, dissection, and
transection of tissue.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 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

11

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 3 ‘-—k
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Section . General Information

Company Name and Address
910(k) Sponsor/Manufacturer: Cambridge Endoscopic Devices, Inc.
119 Herbert Street
Framingham, MA 01702
Telephone: 508-302-1402
Contact Individual: Mr. Jacob
Manufacturing Site:

Telephone:
Contact Individual:

Device Name

Proprietary Name: pureWrist™ Electrocautery Laparoscopic Instruments
Common/Usual Name: Electrosurgical cutting and coagulation device and
accessories

Establishment Registration Number(s)
Manufacturer:; 30056256487
Owner/ X

Device Classification

Panel: General & Plastic Surgery

Classification Name: Electrosurgical Cutting and Coagulation Device and
Accessories

CFR Number: 878.4400

Product Code: GE|

According to Section 513 of the Federal Food, Drug, and Cosmetic Act, the
devices described in this submission are classified as Class || medical devices.
Cambridge Endoscopic Devices, Inc. intends to comply with all regulatory
controls appropriate for Class Il medical devices.

Performance Standards
Cambridge Endoscopic Devices is not aware of any performance standards
applicable to this device adopted under section 514 of the Act.

Labeling and Instructions for Use
The labeling and instructions for use for the pureWrist™ electrocautery
laparoscopic instruments can be found in Appendix 1.

12

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 3 5
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Contact Persons/Authorized Representatives

The authorized representatives for Cambridge Endoscopic Devices, Inc. for
purposes of interacting and corresponding with FDA on all matters relating to this
current $10(k) Premarket Notification are as follows:

Jacob Jacobson Lynn Bougie
Cambridge Endoscopic Devices, Inc. TDC Medical, Inc.
119 Herbert Street 261 Cedar Hill Street
Framingham, MA Marlborough, MA
(508) 302-1402 (508) 597-1809

Fax: (508) 405-0134 Fax: (508) 481-6238

13

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

Introduction
Cambridge Endoscopic Devices, Inc. intends to market a line of manual
electrosurgical instruments. The devices are substantially equivalent to those

cleared and market i - . under K984240. The devices
are manufactured by for Cambridge Endoscopic
Devices, Inc.

System Intended Use

The pureWrist™ electrocautery laparoscopic instruments have application in a
variety of minimally invasive procedures to facilitate grasping, mobilization,
dissection, and transection of tissue.

Device Configuration and Materials

The pureWrist™ electrocautery laparoscopic instruments (scissors, dissector, and
hook) are sterile, single use disposable instruments for use through appropriately
sized surgical trocars. Table 1 provides a summary of the device specifications.
Drawings of each device are provided in Appendix 2.

The instruments consist of a rotating insulated shaft with a 5mm diameter. The
distal end of the shaft has the respective end effector attached (scissors,
dissector, or hook). A detailed view of the end effector design for each device is
included in Appendix 2.

The proximal end of the shaft is attached to an ergonomically shaped handle with

a rotating knob. Articulation of the device’s handle results in corresponding motion
of the articulating tip. The articulating tip may also be rotated independently of the
handle, 360 degrees in either direction, using the axial rotation knob. The tip may

be straight or in any articulated position when rotated.

The handle also contains the actuation mechanism for the respective end effector.
The lever on the handle is compressed and released to activate the instrument
scissor blades or jaws. The hook does not have any moving components and
therefore is not actuated with a lever.

Each instrument has a monopolor cautery connector that extends from the bottom
of the handle. The connector is used for electrosurgery when attached to a
standard cautery cable and a proper generator. In typical use the surgeon places
the jaws, blades, or hook on the target tissue. The surgeon may then energize the
RF generator with the generator’s footswitch, causing desiccation of the targeted
tissue.

14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 3 %
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A pureWrist™ electrocautery laparoscopic instrument consists of an end effector,
insulated shaft, ergonomically shaped handle, and a monopolar cautery
connection. The cable and generator used in the electrosurgical applications are
not supplied with the instrument.

The pureWrist™ instruments are compatible with FDA cleared standard cables
and RF generators which provide monopolar energy output. Most common cables
and generators may be used. The devices are rated for a maximum of 3000 Volts.
In accordance with the ANSI/AAMI HF-18 standard, the insulation breakdown is
tested to 1.5 times this voltage or 4,500 volts p-p.

Table 1: Device Specifications

Feature Specification

Shaft diameter 5 mm

Shaft working length 15-45 cm nominal

End Effector Types Curved Scissors, Maryland Dissector
forceps (5mm jaws), Hook

Electrical connector Banana plug at the bottom of the handle

Electrosurgical Unit Circon
Conmed
Valleylab

Safety:

¢ The electrical components of the pureWrist™ electrocautery laparoscopic
instruments meet the applicable sections of IEC 60161-2-2; Particular
requirements for the safety of high frequency surgical equipment

¢ The material components of the device are biocompatible and have been
previously shown to meet the safety standards established in 1SO 10993-1.
The materials used in the device are provided in Table 2

® The device is sterilized with gamma radiation and validated to SAL of 10

15
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Table 2: Materials Table
Part Name/Description Material Patient
Contacting
(Y/N)
Handle and Proximal Flex Polycarbonate N
Pebax N
PEEK N
Glass Filled Polycarbonate N
Shaft, including distal flex and Stainless Steel Y
insulation material FEP Y
PEEK Y
Pebax Y
Tecoflex, Black Y
Cyanoacrylate Y
PET Y
End Effector (jaws, blades, and Stainless Steel Y
hook) Ultem, Black Y
16

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

Substantial Equivalence

Section Summary

5/17/2006

Based on the information provided herein and the 510(k) Substantial
Equivalence Decision-Making Process we conclude that the pureWrist™
electrocautery laparoscopic instruments are substantially equivalent to the
predicate devices under the Federal Food, Drug, and Cosmetic Act. A
comparison of the New Devices to the Predicate Devices is provided in Table 3.

Table 3: Substantial Equivalence Comparison Table

Feature/Area
of
Comparison

Cambridge Endoscopic
Devices, Inc., pureWrist™
Electrocautery Laparoscopic
Instruments

This Submission

Ethicon Endo-Surgery, Inc.,
ENDOPATH® Endoscopic
Instruments

K984240

Intended use

The pureWrist™ electrocautery
laparoscopic instruments have
application in a variety of minimally
invasive procedures to facilitate
grasping, mobilization, dissection,
and transection of tissue.

The ENDOPATH® Endoscopic
Instruments have application in a
variety of minimally invasive
procedures to facilitate grasping,
mobilization, dissection, and
transection of tissue.

Indication for
use

The pureWrist™ electrocautery
laparoscopic instruments have
application in a variety of minimally
invasive procedures to facilitate
grasping, mobilization, dissection,
and transection of tissue.

The ENDOPATH® Endoscopic
Instruments have application in a
variety of minimally invasive
procedures o facilitate grasping,
mobilization, dissection, and
transection of tissue.

Anatomical General surgery General surgery

Sites

Where Hospitals/.aparoscopic Surgeons Hospitals/Laparoscopic Surgeons

Used/Users

Energy Use Electricity delivered for Electricity delivered for

and/or cauterizing tissue cauterizing tissue

Delivered

Used with Designed for use through Designed for use through
appropriately sized surgical appropriately sized surgical
trocars trocars

Compatibility The devices are compatible with The devices are compatible with

with other standard cautery cables and standard cautery cables and

devices appropriate electrosurgical appropriate electrosurgical

generators

generators

17
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Feature/Area Cambridge Endoscopic Ethicon Endo-Surgery, Inc.,
of Devices, Inc., pureWrist™ ENDOPATH® Endoscopic
Comparison Electrocautery Laparoscopic Instruments
Instruments
K984240

This Submission

Human Factors

Rotation knob on handle rotates
the shaft 360 degrees in either
direction

Rotation knob on handle rotates
the shaft 360 degrees in either
direction

Design ~ Two curved blades, 5mm Two curved blades, 5mm

Scissors diameter diameter

Design — Maryland Dissector, curved upper Various types of dissector jaws,

Dissector and lower jaws, Smm diameter 5mm diameter

Design — Hook Curved hook, 5Smm diameter Curved hook, 5mm diameter

Design — Shaft 360 degree rotating insulated 360 degree rotating insulated
shaft, 5mm diameter, 15-45¢cm shaft, 3, 5, or 10mm diameter,
lengths 18-45 cm lengths

Design — The instrument jaws or scissor The instrument jaws or scissor

Handle blades are activated by blades are activated by
compression and release of the compression and release of the
handle actuation lever ring handles

Design — Monopolar cautery Monopolar cautery

Cautery type

Sterility Sterile, single patient use Sterile, single patient use
instruments. instruments.

Electrical The device will comply with the The device complies with the

Safety requirements in the General requirements in the General

Standard, |IEC 60601-1, and the
applicable sections of the
particular standards, IEC 60601-
2-2 and IEC 60601-2-18

Standard, IEC 60601-1, and the
applicable sections of the
particular standards, IEC 60601-
2-2 and IEC 60601-2-18

18
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The 510(k) “Substantial equivalence decision making process flow chart
(detailed)” (from CDRH 510(k) manual 92-4158) was utilized to make the
following determination of substantial equivalence.

New Device Compared to Marketed Device (Predicate)

@ Does the new device have the same indication statement as the
predicate device? Yes, both devices have application in a variety of
minimally invasive procedures to facilitate grasping, mobilization,
dissection, and transection of tissue.

New device has same Intended Use and May be “Substantially
Equivalent” :

Both devices are intended to be used by qualified physicians for
manipulating soft tissue (grasping, cutting, coagulating, and dissecting) in
a variety of minimally invasive procedures.

@ Does the new device have the same technological characteristics,
e.g. design, materials, etc.? Yes, technological characteristics for the
New Device are the same as the Predicate Device. The devices have
similar design features and dimensions including rotating insulated shafts,
ergonomically shaped handles, and end effectors (jaws, blades, or hook)
used for grasping, dissecting, and cutting of tissue. Both devices are
equipped with monopolar cautery connections and can be used to
cauterize tissue when the instrument is attached to standard cautery
cables and electrosurgical generators.

@ Are the Descriptive Characteristics precise enough to ensure
equivalence? Yes. Labeling and bench testing demonstrate equivalency.
The safety and effectiveness of electrosurgery as a cutting and
coagulation method is extensively documented and well known.

The new devices and its predicates all meet the applicable sections of [EC
60601-2-2 (1998} standards for safety.

The material components of the device that are in-vivo are biocompatible.
The devices are single use instruments provided sterile and validated to
an SAL of 10°,

“Substantially Equivalent” Determination

19
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Statement of Substantial Equivalence

Based on the information provided herein, the Cambridge Endoscopic Devices,
Inc. pureWrist™ electrocautery laparoscopic instruments are substantially
equivalent to the Ethicon Endo-Surgery, Inc. ENDOPATH® instruments cleared
under K984240 as well as a number of currently marketed instruments that have
been reviewed by the FDA and cleared for marketing via the 510(k) process.

All of the devices are scissors, graspers, dissectors, or hooks that coagulate
tissue using monopolar technology. All of the devices use sharp objects to permit
the surgeon to cut or dissect tissue. All of the devices are connected to the same
or similar electrosurgical generators and use similar power ranges for operation.
The devices have the same intended use, indications for use, technological
features including similar design, performance, and material characteristics
which further supports the concept of substantial equivalence.

20
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Section IV: Performance Testing

The safety and effectiveness of electrosurgery as a cutting and coagulation
method is extensively documented and well known. Preliminary Electrical Testing
was performed on the device to ensure that adequate insulation was provided to
meet the insulation breakdown requirement in ANSI/AAMI HF-18. The results are
provided in Appendix 4.

Additional testing will be performed on production devices prior to marketing. The
testing will confirm that the devices comply with the applicable sections of the
following FDA recognized standards:

IEC 60601-1 (1988): Medical Electrical Equipment. Part 1: General
requirements for safety

IEC 60601-2-18 (1996): Medical electrical equipment. Part 2: Particular
requirements for the safety of endoscopic equipment

IEC 60601-2-2 (1998): Medical Electrical Equipment. Part 2-2: Particular
requirements for the safety of high frequency surgical equipment

In addition, animal studies were performed on prototype devices to evaluate the
ergonomics of the handie and to obtain feedback from surgeons on design and
performance features. The resuits are provided in Appendix 4.

21
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Section V: Sterilization and Biocompatibility

Sterilization:

Sterilization is accomplished by y-radiation (Coeo) to an SAL level of 10 in
accordance with AAMI TIR27:2001 Sterilization of health care products-
Radiation sterilization-Substantiation of 25kGy as a sterilization dose-Method
VDmax.

The device is packaged in a plastic tray sealed with a tyvek lid to maintain the
sterile barrier. The sealed tray will be placed inside a display box. The
individually packaged devices will be placed into a corrugated shipper.

The device is labeled with an expiration date of two years from the date of

manufacture. The expiration date has been validated to confirm that the product
and sterile barrier remain adequate until the expiration date.

22

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

RS



Records processed under FOIA Request #2015-10117; Released by CDRH on 08-29-2016.
Cambridge Endoscopic Devices, Inc. 5/17/2006

SI0K

Biocompatibility:

The patient-contact materials used in the pureWrist™ electrocautery
laparoscopic instruments are identified in Table 4. Biocompatibility testing has
been performed on these materials in accordance with 1ISO 10993-1. According
to ISO 10993-1 the device is classified as “External Communicating, Limited
Duration <24hrs.” Tests for cyctotoxicity, sensitization, and intracutaneous
reactivity are required. The systemic injection test was performed as a suggested
optional test.

Table 4: Biocompatibility Test Results

Component Material Test Result
Shaft, including distal flex Stainless Steel Well characterized material,
and insulation material previous history of usage
Passed testing in
accordance with 1ISO 10993
FEP Previous usage in K010473
PEEK Passed testing in
accordance with ISO 10993
Pebax Passed testing in
accordance with 1ISO 10993
Tecoflex, Black Passed testing in
accordance with 1SO 10993
Cyanoacrylate Previous usage in K013680
PET Previous usage in K980096
End Effector (jaws and Stainless Steel Well characterized material,
blades) previous history of usage
Passed testing in
accordance with ISO 10993

Since the materials of use are well known and characterized and have either
passed testing to ISO 10993 or shown biocompatible in previous usage of other
cleared devices Cambridge Endoscopic Devices, Inc. believes no further testing
is needed.

23
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Section VI: Kit Certification

This device is not part of a kit. This section is not applicable.

24
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Section Vil: Software

The devices do not utilize software. This section is not applicable.

25
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Section VIil: Summary of Safety and Effectiveness

As required by the Safe Medical Devices Act of 1990 and 21 CFR 807.92, a
510K summary is provided in Appendix 5.

26
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Section IX. Appendices

Device Labeling

Device Drawings

Predicate Device Information
Performance Data

510K Summary of Safety and Effectiveness

e
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APPENDIX 1
Labeling and Instructions for Use

Labeling
The labels will be printed on white general purpose roll stock. The dimensions

are 4 in. wide by 6 in. long. A sample of the iabel that will be used on each
device is provided below. The asterisks on the sample labels pertain to the
following information:

* Device Usable Length
** Lot Number
***Expiration Date

Appendix 1 1

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

pureWrist™
Scissors

Diameter 5mm, Usable Length XX cm*

LOT] XXYYYYY*
PW1101-01
£ MM-YYYY*™

Contents:

(1) Disposable Laparoscopic Scissors

& Prior to use, see instructions

® Single Patient Lise

For Monopolar Electrosurgical Use

R Sterile unless package opened or damaged.
Do Not Resterilize.

Sterile

CAUTION: Federal (USA) law restricts this device for sale and use
by. or on the order of a physician.

US Patents Pending

Manufactured in the USA for:
Cambridge Endoscopic Devices, Inc.
119 Harbert 5t.

Framingham, MA 01702

CB2128-01 Rev RD1

S2

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

pureWrist™
Dissector

Diameter 5mm, Usable Length XXcm*

XXYYYYY*
Z MM-YYYY***

PW1201-01

Contents:

(1) Disposable Laparoscopic Dissector

ﬂ\ Prior to use, see instructions

® Single Patient Use

For Monopolar Electrosurgical Use

. terile unless package opened or damaged.
Sterile | R |5 Not Restoriize.

CAUTION: Federal (USA) law restricts this device for sale and use
by, or on the crder of a physician.

US Patents Pending

Manutactured in the USA for:
Cambridge Endescopic Devicas, Inc.
119 Herbert St.

Framingham, MA 01702

$B2127-01 Rev RO1

23

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

pureWrist™
Hook

Diameter 5mm, Usable Length XXcm*

LOT] XXYYYYY**
PW1301-01
2 MM-YYYY***

Contents:

(1) Disposable Laparoscopic Hook

& Prier to use, see instructions

@ Single Patient Use

For Monopalar Electrosurgical Use

: terile unless package opened or damaged.
Stenle R Do Not Resterilize,

CAUTION: Federal (LJSA) law restricts this device for sale and use
by, or on the order of a physician.

US Patents Pending

Manufactured in the USA for:
Cambridge Endoscopic Devices, inc
119 Herbert §t,

Framingham, MA 01702

CB2129-01 Rev RD1

SX

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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APPENDIX 1
Labeling and Instructions for Use

Instructions for Use

The sample instructions for use for each device are provided below. The sample
instructions are for a device with a 34cm usable length. The actual usable length
of the device being manufactured will be provided on the instructions for use at
the time of manufacture. The model number will also reflect the actual usable
length (i.e. Model Number PW1201-01 corresponds to a dissector with a 34cm
usable length).

Appendix 1 5

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

pureWrist™

Scissors
Diameter: 5 mm, Usable Length: 34 cm

Reorder Number: PW1101-01

IMPORTANT
This book is designed to assist in using this product. it is not a reference to
surgical techniques.

BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.

This device was designed, tested, and manufactured for single patiert use only.
Reuse or reprocessing may lead to device failure and subsequent patient injury.
Reprocessing and/or resterilization of this device may create the risk of
contamination and patient infection. Do not reuse, reprocess, or resterilize thig
device.

DESCRIPTION

The CambridgeEndo* pureWrist* Scissors, with a 5 mm diameter insulated shaft
and 34 ¢m usable length, is designed for use through trocars that accommodate 5
mm devices. This device can be used for monopoiar cautery when attached to an
appropriate slectrocautery generator via the male banana plug on the bottom of
the handle. Articulation of the device's handle results in coresponding motion of
the articulating tip. The articulating tip may also be rotated independently of the
handle using the axial rotation knob at the distal end of the handie. The tip may
be straight or in any articulated position when rotated.

INDICATIONS

The CambridgeEndo* pureWrist* Scissors 5 mm single use instrument with
monopolar cautery has application in a variety of minimally invasive procedure to
facilitate mobilization, transection, and dissection of tissue.

CONTRAINDICATIONS

1. The pureWrist* Scissors single use instrument with monopolar cautery is
NOT intended for contraceplive coagulation of failopian tissue, but may be
used 1o achieve hemastasis following transection of the fallopian tube.

2. The device is intended for use only as indicated.

WARNINGS AND PRECAUTIONS

1. User should be trained in the use of the device before using in a surgical
procedure.

2. Prior to inserting and removing device through a trocar, ensure that the
scissor blades are closed and the distal tip is straight.

3. Only physicians having adequate training and familiarity with endoscopic
techniques should perform endoscopic procedures. Consult the medical
literature relative to techniques, complications, and hazards prior to
performing endoscopic procedures.

4. Athorough understanding of the principle and techniques involved in
efectrosurgical procedures is necessary to avoid shock and burn hazard to
both patient and user. Verify compativility of instrumentation to ensure that
electrical isolation or grounding is not compromised.

5. Do not use power settings that may result in more than 3000 Volls being
delivered to the pureWrist* Scissors. Excessive power levels may result in
instrument malfunctions and possible patient or user injury.

6. This device is provided STERILE and is intended for use in a SINGLE

procedure only. DISCARD AFTER LISE. DO NOT REUSE, REPROCESS,

OR RESTERILIZE THiS DEVICE.

Fland Suport
Proxmai Bending Section S'T'ft,’""
5¢ss0r Blages Main Shaft =

~—T T - ! .
Drstel Bending Section Acial Retation Knah /'//) )”"\_ e,
Finger Hold Ball / /

Tip Actuation Lever  Liniversal Maie
Banana Flug
SCHEMATIC VIEW

. Tip (Scissor Blades) - Used for transection and blunt dissection of tissue
. Listal Bending Section — Provides articulation of the distal tip

* Main Shaft — Rigid insulated shaft

. Proximal Bending Section — Articulates the distal bending section

. Axial Rotation Knob — Allows user fo rotated shafl independent of handie

. Jaw Actuation Lever — Used to open and close the scissor blades
. Handle — Uiser helds the device here
ELECTROCAUTERY COMPATIBILITIES

The pureWrist* Scissors are compalible with the following manufacturer's
electrosurgical generators: Valleylab, Conmed, and Circon.
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MOTION

. Upward articulation of the handle reiative to the main shaft causes
carresponding upward articulation of the tip relative to the main shaft.

. When the handle is straight/in line with the main shaft, the tip is also
straight/in line with the main shaft.

. Axial rotation while the tip is articulated causes the tip to rotate about its
center axis, while remaining articulated.

. Articulating the handle in any direction (upwards, downwards, or sideways)
relative to the main shaft causes corresponding articulation of the tip relative
to the main shaft,

INSTRUCTIONS FOR USE

1. Ii the electrocautery function of the device will be used, connect to an
appropriate monopolar generator using a standard cautery cable attached to
the male banana plug at the back of the handle.

2. Prior to Inserting the device through a trocar, ensure that the scissor blades
are closed by depressing the Tip Actuation Lever and ensure that the distal
tip is straight relative to the main shaft.

3. Once the device is inside the body, the blades can be opened and closed by
depressing and releasing the Tip Actuation Lever.

4. Tip articulation can be oblained by articulating the handle relative to the
main shaft.

5. Tiprotation can be obtained by rotating the Axial Rotation Knob relative to
the handle.

6. Prior to removing the device from the trocar, ensure that the biades are
closed by depressing the Tip Actuation Lever and ensure that the distal tip is
straight relative to the main shaft.

WIEEEE jf

STORE AT ROOM TEMPERATURE.
AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F (54°C).

CAUTION: Federal (USA) law restricts this device for sale and use by, or on the
order of, a physician.

*Trademark

US Patents Pending

Manutactured in the USA for: Cambridge Endoscapic Devices, Inc.. Framingham, MA 01702

CB2124-01 Rev RO1
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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™ . Tip Actuation Lever — Used to open and close the jaws
@A M R ” D@ IE N D O . Handle - User holds the device here

ELECTROCAUTERY COMPATIBILITIES

Wrist™ T CTROGAUTERY COf LITIES _

pureWrist* Dissector is compatible with the following manufacturer's
pure rISt electrosurgical generators: Valleylab, Conmed, and Circon.
Dissector ”

Diameter: 5 mm, Usable Length: 34 cm ~.
Reorder Number; PW1201-01

BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.
IMPORTANT —

This book is designed fo assist in using this produdt. It is not a reference to surgical
techniques.

This device was designed, tested, and manufactured for single patient use only.
Reuse or reprocessing may lead to device failure and subsequent patient injury.
Reprocessing and/or restetilization of this device may create the risk of

contamination and patient infection. Do not reuse, reprocess, or resterilize this _—
device. k‘;-"

DESCRIPTION

The CambridgeEndo* pureWrist* Dissector, with a 5 mm diameter insulated shaft
and 34 cm usable length, is designed for use through trocars that accommodate 5
mm devices. This device can be used for monopalar cautery when attached to an
appropriate electrocautery generator via the male banana plug on the bottom of the
handie. Articulation of the device's handle results in corresponding motion of the
articulating tip. The articulating tip may also be rotated independently of the handle
using the axia! rotation knob at the distal end of the handle. The tip may be straight
or in any articulated position when rotated.

INDICATIONS

The CambridgeEndo* pureWnst* Dissector 5 mm single use instrument with e
monopolar cautery has application in a variety of minimally invasive procedure to T
facilitate grasping, mobilization, and dissection of tissue. T
CONTRAINDICATIONS 3”

1. The pureWris(* Dissector single use instrument with monopaolar cautery is NOT
intended for contraceptive coagulation of fatopian tissue, but may be used to MOTION
achieve hemostasis following transection of the fallopian tube. N Upward articulation of the handle relative to the main shaft causes
2. Thedevice is intended for use only as indicated. comresponding upward articulation of the tip relative to the main shaft.

WARNINGS AND PRECALTIONS * When the handle is straight/in line with the main shaft, the tip is also

1. User should be frained in the use of the device before using in a surgical straight/in line with the main shaft.
procedure. ] Axial rotation while the tip is articulated causes the tip to rotale about its

2. zn‘or tdo inﬁing‘aﬁ tremoving c::vice through a trocar, ensure that the jaw is center axis. while remaining articulated.

osed and the distal tip is straight, . N ; e ]

3. Only physicians having adequate training and familiarity with endoscopic Articulating the handle in any direction (upwards, downwards, or sideways)
techniques should perform endoscopic procedures. Consult the medical relative lq the main shaft causes comespending articulation of the tip relative
literature relative fo techniques, complications, and hazards prior to performing to the main shaft,
endoscopic procedures.

4. Athorough understanding of the principie and techniques involved in INSTRUCTIONS FOR USE . ) .
electrosurgical procedures is necessary to avoid shock and burn hazard to 1. Ifthe electrocautery function of the device will be used, connect to an
both patient and user. Verify compatibility of instrumentation to ensure that appropriale monopolar generator using a standard cautery cable attached to
alactrical isolation or grounding is not compromised. the male banana plug at the back of the handle. o

5. Do not use power setlings that may result in mare than 3000 Volts being 2. Prior t inserting the device through a trocar, ensure that the jaw is closed
delivered to the purewrist* Dissedlor. Excessive power levels may result in by depressing the Tip Actuation Lever and ensure that the distal tip is
instrument malfunctions and possible patient or user injury. straight refative to the main shafi. )

6. This device is provided STERILE and is intended for use in a SINGLE 3. Once the device is insida the body, the jaws can be opened and dosed by
procedure only. DISCARD AFTER USE. DO NOT REUSE, REPROCESS, depressing and releasing the Tip Actuation Lever. _

OR RESTERILIZE THIS DEVICE. 4. Tip amcuétatlm can be obtained by articulating the handle relative to the
main shaft.
Hend Suport 5. Tip rotation can be obtained by rotating the Axial Rotation Knob relative to
Structyre the handle.

Provimel Bendng Section 6. Prior to remaving the device from the trocar, ensure that the jaw is ciosed by

Drsoocter Te Wi Shat depressing the Tip Actuation Lever and ensure that the distal tip is straight
—rr ' relative to the main shaft.
Crstel Bersing Sectian Acvial Rtabion Knch -~ o P - 4oC
_ RS Sterile |R|
Finger Hokd Bail / f
Ti Actustion Laver  Uriversal Male STORE AT ROOM TEMPERATURE.
Benana Piug AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.

Q NOT EXPOSE TO ERATURES ABOV| 54°C).
SCHEMATIC VIEW o E TEMP! R E130°F (54°C)
. Dissector Tip - Used for grasping and blunt dissection of tissue CAUTION: Federal (USA) law restricts this device for sale and use by, of on the
*  Distal Bending Section — Provides articulation at the distal tip order of a physician.
. Main Shaft — Rigid insulated shaft Ugmg:,mt Pending
. Proximal Bending Section — Arficulates the distal bending section Manufactured in the USA for: Cambridge Endoscopic Devices, Inc., Framingham, MA 01702
. Axial Rotation Knob — Allows user to rotated shaft independent of handle CB2123-01 Rev RO1

s+

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

pureWrist™
Hook

Diameter: 5 mm, Usable Length: 33 cm

Reorder Number: PW1301-01

IMPORTANT
This book is designed to assist in using this product. It is not a reference to
surgical techniques.

BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.

This device was designed, tested, and manufactured for single patient use only.
Reuse or reprocessing may lead to device failure and subsequent patient injury.
Reprocessing andfor resterilization of this device may create the risk of
cehtamination and patient infection. Do not reuse, reprocess, or resterilize this
device,

DESCRIPTION

The CambridgeEndo* pureWrist* Electrocautery Hook, with a 5 mm diameter
insulated shaft and 33 cm usable length, is designed for use thvough trocars that
accommodate 5 mm devices. This device can be used for monopolar cautery
when attached to an appropriate electrocautery generator via the male banana
piug on the bottom of the handle. Articulation of the device's handle results in
corresponding motion of the articulating tip. The articulating tip may also be
rotated independently of the handle using the axial rotation knob at the distal
end of the handle. The tip may be straight or in any articulated position when
rotated.

INDICATIONS

The CambridgeEndo* pureWrist* Heok 5 mm single use instrument with
monopolar cautery has application in a variety of minimally invasive procedure
to facilitate mobilization and electrocautery of tissue.

CONTRAINDICATIONS

T The pureWrist" Hook single use instrument with monopolar cautery is NOT
intended for contraceptive coagulation of fallopian tissue, but may be
used to achieve hemostasis following transection of the fallopian tube.

2. The device is intended for use only as indicated.

WARNINGS AND PRECAUTIONS

1. User should be frained in the use of the device before using in a surgical
procedure.

2. Prior to insenting and removing device through a trocar, ensure that the
distal tip is straight.

3. Only physicians having adequate training and familiarity with endoscopic
techniques should perform endoscopic procedures. Consult the medicai
literature relative to techniques, complications, and hazards prior to
performing endoscopic procedures,

4. Athorough understanding of the principle and technigues involved in
electrosurgical procedures is necessary to avoid shock and burn hazard to
both patient and user. Verify compatibility of instrumentation to ensure
that electrical isclation or grounding is not compromised.

5 Do not use power seftings that may resit in more than 3000 Voits being
delivered to the pureWrist* Hook. Excessive power levels may result in
instrument malfunctions and possible patient or user injury.

6. This device is provided STERILE and is intended for use in a SINGLE
procedure only. DISCARD AFTER USE. DO NOT REUSE,
REPROCESS, OR RESTERILIZE THIS DEVICE.

Hand Suport
Prodmal Bencing Section s-""'ul}ur::
Cautey Hoox )

Main Shatt

T

- 1

Distal Bendiing Section Acxiat Rotation Knob /,'

Finger Hold Ball
Uriversal Male
Banans Plug
SCHEMATIC VIEW
. Tip (Hook) — Used for mobilization and cautery of tissue
. Distal Bending Section — Provides articulation of the distai tip
. Main Shaft — Rigid insulated shaft
. Proximal Bending Section — Articulates the distal bending section

. Axial Rotation Knob — Allows user to rotated shaft independent of handle
. Handle — User holds the device here
ELECTROCAUTERY COMPATIBILITIES

The pureWrist® Hook is compatible with the foliowing manufaciurer's
electrosurgical generators: Valleylab, Conmed, and Circon..

/

pr-

L=

. Upward articulation of the handie relative to the main shaft causes
corresponding upward articulation of the tip relative to the main shaft.

. When the handle is straight/in line with the main shaft, the tip is also
straight/in line with the main shaft.

. Axial rotation while the tip is articulated causes the tip to rotate about its
center axis, while remaining articulated.

. Articulating the handle in any direction (upwards, downwards, or
sideways) relative to the main shaft causes corresponding articulation of
the tip relative to the main shaft.

INSTRUCTIONS FOR USE

1. K the electrocautery function of the device wilt be used, connect to an
appropriate monopolar generator using a standard cautery cable attached
to the maie banana plug at the back of the handle.

2. Prior to inserting the device through a trocar, ensure that the the distal tip
is straight relative to the main shaft.

3. Tip articulation can be oblained by articwating the handle refative to the
main shait.

4. Tip rotation can be obtained by rotating the Axiaf Rotation Knob reiative to
the handle.

5. Prior to removing the device from the trocar, ensure that the distal tipis
straight relative to the main shaft.

WEEHE J]”

STORE AT ROOM TEMPERATURE.
AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F {54°C).

CAUTION: Federal (USA) law restricts this device for sale and use by, or en the
order of, a physician.

*Trademark

U8 Patents Pending

Manufactured in the USA for: Cambridge Endoscopic Devices. Inc., Framingham, MA
01702

CB2125-01 Rev RO1

R

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Cambridge Endoscopic Devices, Inc.

510K

Records processed under FOIA Request #2015-10117; Released by CDRH on 08-29-2016.
5/17/2006

APPENDIX 3
Predicate Device Information
1 513 YBE 7134 19=.p2-11 1767 FOLC P.2E-18

K 98 4ayo
0K 29 g

510(k) Summary of Safety and Effectiveness

Subamdtier Bthicon Ende-Surgery, Inc.
4545 Creek RA,
Cincinnati, OH 45242

Coutuct Jackie A, Straeser, MT {ASCP), M8
Bepulabory Affairs Agsociate

Telephons (513) 7B6-7978  Fax ($13) 786-7234

Date November 23, J458
New Deviee ¢ Namc: ENDOPATH® Endoscopic Instromets
+ Classification Name: Elcctrosmgical Cutting and Cosgulatian Devies

and Accessorics
¢ Common Nume: aparascopic Surgical nerumenrs
* Trade Nume/Proprictary Name: ENDOFATH® Endoscopic Tnstruments

Lepully The Predicate Device Jogally marksted undear K510831:
mareted {Symbiosis] ENDOPATH Endoscopic Instruments
erice
Device Tae ENDOPATH Endoscopic Instruments are steile, single putient use

description Instruments designed for uss through sppropeiate ENDOPATH Surgical
Trocars anc FLEXIPATH® Flexible Surgical Trocars. The instramicnts have a
wotaing insulated shaft with a diameter of sither 3mm, Smm oc !mm, The
rotation knob Jorated an the bandle rotatey the shaf 360 degrees in either
direction. The ring handles are compressed and released w gotivate the
instrutnent jaws or scissor blades. Eag)l of the curved $einsors and dissectars
bas a monopolar cautery conpector that extends fiow the wp of the handle.
The cennector is used for elestyosurgery wien peeperly aftached to 2 sandard
caufery cable and & proper peperator,

Censinuad cm vaws paga

Appendix 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.
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Cambridge Endoscopic Devices, Inc.

FROM TREG.LATORY AFFRIRS

APPENDIX 3
Predicate Device Information

1 BLlF 7BE 71T+

510(k) Suminary of Safety and Effectiveness, Continued

Inteadad mie

Techaclapgical
characteristiey

Ferformaznce
dxca

Cunelugign

5/1772006

00 Eaz-11 1TI15E Ralg F.1ax1d

The ENDOPATH Endoscopic Instruments have applieation fn 8 variely of
minimally invesive prosedures to facilitale grasping, mobilization, dissection
and irapsactian of Gssue.

The technological chavacterfstics of the Wow Dovice are e same a5 e
Predicate Drevice.

Pre-clinical data were used to evaluate the perforpance 1o ensuce that the
device ¢on be used o desigucd. The studies demonsirated acceptable
pesformance 1 the Predicate Dovice in reliability and design. The
performance cvaluated are ergonomizs of frie bandle and rotating knob dssue
teuma, grasping, disscoting, cautzrizing sbility and cutting ability. From the
date gemcrated, it can be cevcluded that the New Device peaforms squivalent
1o the Pradicate Device,

Rased on the infomnation provided herciz and the Decision-Making Procers
Chart { Appendix E}, we conclude Uit the New Deviee is subgtantially
equivalont 1o the Predicate Device uader the Federal Faod, Drug znd
Costyatic Aot

Appendix 3

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

FROM 1RECLLATORY FFRIRS L 513 705 L4 1939,¢2-11 17TLEG #4218 F.R4/10

Appendix A Indlcations for Use Statement

Stalement The followisg is tho Indications for Use Statement:

S10(k) Number: K 284340
Devite Name: ENDOPATH Endoscopic In.mumms

Indications for Use:
The ENDOPATH Endoscapic Instruments have application in o veriety of

minimaily invasive procedures 1o facilitate graspiog, mubilieation, dissection
und traneection of tssna.

" (PLEASE DO NOT WRITE BELOH TEIS LINE-CONTINUE ON ANOTHER PAGE
I¥ KEEDED.)

Loncurrence of CDRH, Office of Davice Evaluation (ODEY}

Prepoription Due CR Over-The-Councer-Use
(Pezr 21 CFR 6o1. mﬁ]: {Optionsl Format 1-2-56)

e —

100 i e D mmufo

Appendix 3

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

Electrical Test Resuits

Preliminary Electrical Testing was performed on the device to ensure that
adequate insulation was provided to meet the insulation breakdown requirement
in ANSI/AAMI HF-18.

Summary
The device withstood voltages up to 10,000 Volts. This is well above its

maximum rating (3000 Volts) and 1.5 times the maximum rating (4500 Volts), as
required by ANSI/AAMI HF-18.

Conclusion

The pureWrist™ electrocautery laparoscopic instruments met the required
electrical safety requirements used as acceptance criteria in this testing. The
pureWrist™ electrocautery laparoscopic instruments performed similarly to the
predicate device.

Cambridge Endoscopic Devices intends to comply with the following voluntary
standards prior to marketing.

IEC 60601-1 (1988): Medical Electrical Equipment. Part 1: General
requirements for safety

IEC 60601-2-18 (1996): Medical electrical equipment. Part 2: Particular
requirements for the safety of endoscopic equipment

IEC 60601-2-2 (1998): Medical Electrical Equipment. Part 2-2: Particular
requirements for the safety of high frequency surgical equipment

Appendix 4 I

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118. 65
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APPENDIX 4
Performance Data

Animal Study Results
The results of the testing performed in animal labs are provided in the table
below.

Feature Tested Results

Handle Ergonomics The handle allowed for comfortable use of the
instrument with one hand

The handle design provided good control of the
instrument

Intuitive to use, most surgeons easily picked up
device and held in correct orientation

Handle feels comfortable on the hand

Jaw Opening Maximum Opening sufficient to perform targeted
procedure

Jaw Strength Holds well, no loss of grip, grasp strength similar to
Predicate Device

Jaw Shape Shape of tip is adequate for dissecting around
intestines

Jaw Function Sharp enough to dissect, but not cause damage

Instrument tip and handle remained stable when
opening and closing handle lever with all three
fingers

Performance Insertion through both 8mm and 5mm cannula was
smooth and insufflation pressure was adequately
maintained while using the instrument

No glare was observed

Dimensional The device was compatible with a 5mm trocar

Summary
The handle was comfortable and intuitive to use. The dimensions were adequate

to allow surgeons to perform the targeted procedure. The pureWrist™
electrocautery laparoscopic instruments performed similar to the predicate
device with respect to jaw strength and grasp strength. The device was able to
maintain dimensional and performance characteristics throughout the procedure.

Conclusion

The design specifications met the user needs. The pureWrist™ electrocautery
laparoscopic instruments are effective at performing the targeted procedure. The
pureWrist™ electrocautery laparoscopic instruments performed similarly to the
predicate device in the areas tested.
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510K

Cambridge Endoscopic Devices, Inc.
119 Herbert Street

k,o é[ 9- &Sf Framingham, MA 01702

510K Summary of Safety and Effectiveness
May 17, 2006

1. Sponsor Name f 4?/L ! ozy@

Cambridge Endoscopic Devices, Inc.

2. Device Name
Proprietary Name: pureWrist™ electrocautery iaparoscopic instruments
Common/Usual Name: Electrosurgical cutting and coagulation device and
accessories

3. Identification of Predicate or Legally Marketed Device
The Cambridge Endoscopic Devices, Inc. pureWrist™ electrocautery
laparoscopic instruments are substantially equivalent to the Ethicon Endo-
Surgery, Inc. ENDOPATH® Endoscopic Instruments cleared and under
K984240.

4, Device Description
The pureWrist™ electrocautery laparoscopic instruments are sterite, single
use disposable instruments for use through appropriately sized surgical
trocars. The instruments consist of a rotating insulated shaft with a 5mm
diameter. The distal end of the shaft has the respective end effector
attached (scissors, dissector, or hook). The proximal end of the shaft is
attached to an ergonomically shaped handle with a rotating knob that
allows the shaft to rotate 360 degrees in either direction. The handle
contains the actuation mechanism for the respective end effector. The lever
on the handle is compressed and released to activate the instrument jaws
or scissor blades. Each instrument has a monopolor cautery connector that
extends from the bottom of the handle. The connector is used for
electrosurgery when properly attached to a standard cautery cable and
proper generator.

5. Intended Use

The pureWrist™ electrocautery laparoscopic instruments have application
in a variety of minimally invasive procedures to facilitate grasping,
mobilization, dissection, and transection of tissue.

Appendix 5 2
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Cambridge Endoscopic Devices, Inc. 05/17/06

510K

Cambridge Endoscopic Devices, Inc.

119 Herbert Street
Z< O b1y 25 Framingham, MA 01702
510K Summary of Safety and Effectiveness (Continued)
May 17, 2006 p
foge 2 4@
6. Comparison of Technological Characteristics Gj’L

The pureWrist™ electrocautery laparoscopic instruments have the same
technological characteristics as the predicate devices. Each of the devices
are scissors, graspers, or dissectors that coagulate tissue using monopolar
technology. Each use sharp objects to permit the surgeon to cut or dissect
tissue. Each of the devices are connected to the same or similar
electrosurgical generators and use similar power ranges for operation. The
devices have the same intended use, indications for use, technological
features including similar design, performance, and material characteristics
which further supports the concept of substantial equivalence.

7. Performance Testing
Pre-clinical testing was used to evaluate performance to ensure that the
device can be used as designed. The testing evaluated ergonomics of the
handle and rotating knob, tissue trauma, grasping and dissecting ability,
and electrical insulation requirements. The studies demonstrated
acceptable reliability and design performance relative to the predicate
device.

8. Statement of Equivalency
Based on the design and intended use, the Cambridge Endoscopic
Devices, Inc. pureWrist™ electrocautery laparoscopic instruments are
substantially equivalent to the Ethicon Endo-Surgery, Inc. ENDOPATH®
instruments cleared under K984240.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sen’ricc _
Food and Drug Administration
Mcmorandum

e

From: | Reviewer(s) - Name(s) C F (') RG’(’/ M A7 70 M o L
Subject:  510(k) Number %é /4./ Q\S

. o ( =
To: The Record - It is my recommendation that the subject 510(k) Ndtification: S ‘C

[IRrefused to accept.

[CRequires additional information (other than refuse to accept).
/IXIS substantially equivalent to marketed devices.

[dNOT substantially equivalent to marketed devices.

[dOther (e.g., exempt by regulation, not a device, duplicate, etc.}

s this device subject to Section 522 Postmarket Surveillance? DYES ™M No
Is this device subject to the Tracking Regulation? : LlyEs & NO
Was clinical data necessary to support the review of this 510(k)? Llves BiNo
Is this a prescription device? E‘E{S [1 No
Was this 510(k) reviewed by a Third Party? Oves B NnO
Special 510(k)? : Clves [ﬂ NO
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers CIves P¥no
Truthful and Accurate Statement DRequested'[B/Encloscd G,E T A0 ] )

'gA 510(k) summary OR (1A 510(k) statement
[l The required certification and summary for class I1I devices CFJ R %’) g4 C}'DJ

[S\]f"hc indication for use form

Combination Product Category (Please see algorithm on H drive 51 Ok/Boilers-) N

Animal Tissue Source [1YES [INO  Material of Biological Origin - L1 YES [¥No

The submitter requests under 21 CER 807. 95 (doesn’t apply for SEs):
{1 No Confidentiality [] Confidentiality for 90 days ‘S(Conlmued Conﬁdentlallty excecding 90 day

Predicate Product Code with class: ' 1 Product Code(s) with panel (optional):
g .
G€I°J Clar ) SEl V[ f’/@‘/’oi
Rcwcw /<’/ G) 5 Q) @ r’rb__
(Branch Chief) W\{ anch Code) ’
i Final Review: gg;“ Q, / Kfm dlp
(Division Dircttor) (Da[c)

Revised:4/2/03 L\
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.




Reviewer:
Division/Branch:

Device Name:

Records processed under FOIA Request #2015-@ Released by CDRH on 08-29-2016.

REVISED:3/14/95

THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED “DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.}.

«SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K o(ozci,,z);{

-
—-—

T Mattotiel

GEORGE

D&RND)GSDB

- product To Which Compared (510(K) Number If Known) :

Poce Lk Bl (o A5

E9% 2640

YES NO
1. Is Product A Device }C If NO = Stop
2. Is Device Subject To 510(k)? L' If NC = Stop
3. Same Indication Statement? Ff If YES = Go To 5
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristiecs? v If YES = Go To 7
6. ¢could The New Characteristics Affect If Y = _Go To 8
Safety Or Effectiveness? py
7. Descriptive Characteristics Precise If NO G 0
Encugh? ) )( If YES = Stop SE
8. New Types Of Safety Or Effectiveness \\ If YES = S%jf:jﬂ}/
Questions? -
9 Accepted Scientific Methods Exist? If NO = Stop HE
10. Performance Data Available? If NO = Request
bata
11. Data Demonstrate Eguivalence? Final Decision:
Note: In addition to completing the form on the LAN, “yes" responses Lo

guestions 4, 6, 8,
explanation.

and 11, and every “no" response requires an
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MEMO TO THE RECORD
510(k) REVIEW
K061425
DATE: August 7, 2006 OFFICE: HFZ-410
FROM: Polymer Chemist DIVISION: DGRD/GSDB

DEVICE NAME: PureWrist™ Electrocautery Laparoscopic Instruments
COMPANY NAME: Cambridge Endoscopic Devices, Inc,

CONTACT: Mr. Jacob Jacobson, Chairman
(Tel. 508-302-1402, Ext. 102 & Fax. 508)

DEVICE DESCRIPTION AND PERFORMANCE: The sponsor was submitted the above
referenced K061425 submission to notify FDA that their company intends to market the subject
PureWrist™ Electrocautery Laparoscopic Instruments which are a line of manual electrosurgical
instruments. They are single use, sterile disposable devices for use through appropriately sized
surgical trocars. The sponsor has claimed their device SE to the predicate device, ENDOPATH
Endoscopic Instruments (K984240). The intended use of subject K061425 device will be, as its
predicate K984240 device, is indicated for use in endoscopic surgical procedures. And they have
application in a variety of minimally invasive procedure to facilitate “grasping, mobilization,
dissection, and transaction of tissue.”

The subject device, as its predicate K984240 device, consists of a rotating insulated shaft with a
Smm diameter. The distal end of the shaft (shaft diameter: Smm, shaft working Iength: 15-45¢n)
has the respective end effector attached (seissors, dissector, or hook). The proximal end of the
shaft is attached to an ergonomically shaped handle with a rotating knob. Articulation of the
device’s handle results in corresponding motion of the articulating tip. The articulating tip may
also be rotated independently of the handle, 300 degrees in either direction, using the axial rotation
knob. The tip may be straight or in any articulated position when rotated. The handie also contains
the actuation mechanism for the respective end effector. The lever on the handle is compressed
and released to activate the instrument scissor blades or Jaws. The hook does not have moving
components and therefore is not actuated with lever. Each instrument has a monopolar cautery
connector that extends from the bottom of the handle. The connector js used for electrosurgery
when attached to a standard cautery cable and a generator. In a surgical setting, the surgeon places
the jaws, blades, or hook on the target tissue and then energizes the RF generator with the
generator’s footswitch, causing desiccation of the targeted tissue.

The sponsor has provided a complete engineering diagram with specifications of the subject device.
Also, the sponsor has provided with an explanation of subject device as it compares with the
predicate K984240 device. Specifically, the sponsor has provided a substantial equivalence
comparison table of the subject PureWrist™ Electrocautery Laparoscopic Instruments and its

1
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predicate K984240 device with side by side comparison (listing similarities and/or differences) in
terms of energy used, materials, anatomical sites, compliance with standards, biocompatibility,
intended use, etc. The subject device is very similar to its predicate K984240 device (Chart 3). As
its predicate K984240 device, the proposed device is also a sterile, single-use device.

On 8/3/06 and 8/4/06 the sponsor (Mr. Jacob Jacobson) was contacted requested more information
about:
1) Summary results of Animal studies; and
2) Arevised draft Jabeling (warning section) which contains wording such as “The Cambridge
Endo pureWist Dissector 5mm single use instrument with monopolar cautery is NOT
intended for contraceptive coagulation of fallopian tube..... . The device is not
intended for use when minimally invasive techniques are contraindicated....
The required information was received by e-mail on 8/7/06, and the hard copies of the same follow
later.

Animal studies: The sponsor has performed two animal studies using pig model, in order to
determine the dimensions of the device were adequate to allow surgeons to perform the targeted
procedure. Also the comparison study with the predicate device demonstrated that the subject
device performed similar to the predicate device with respect to jaw strength and grasp strength.
The device was able to maintain dimensional and performance characteristics through out the
procedure. Also the subject device performed similarly to predicate device in the areas tested.

Electrical testing: The sponsor has certified that the design of subject device has been subjected to
electrical testing in order to ensure compliance with the relevant portions of the ANSI/AAMI HF-
18-1993, "the American National Standards on Electrosurgical Devices”. For example, the test
procedure outlined in ANSI/AAMI HF 18, has been in place to perform HF-18 requirements to
ensure that adequate insulation was provided to meet the insulation breakdown requirement in
ANSI/AAMI HF-18. Additionally, the sponsor has certified that the following electrosurgical
testing will be conducted prior to marketing:

1. IEC 60601-1-1:1998
Medical electrical equipment — Part 1 General requirements for basic safety and essential
performance-Edition 3.0;

2.IEC 60601-1-2:1996
Medical electrical equipment — Part 1-2: General requirements for safety — Collateral standard:
Electromagnetic compatibility -- Requirements and tests-Edition 2. 1; Consolidated Reprint; and

3. IEC 60601-2-2:1998

Medical Electrical Equipment Part 2-2: Particular Requirements for the Safety of High Frequency
Surgical Equipment-Edition 4.0.

The patient contacting materials of the device, such as FEP, PEEK, Pebax, Tecoflex, Black,
Cyanoacrylate, PET, etc were subject to the following biocompatibility testing on the patient
contacting materials in according to Tripartite Guidance's requirements of [SQ 10993-1, Biological

2
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Evaluation of Medical Devices:
¢ Cytotoxicity Test
* Intracutaneous Reactivity Test, and
® Sensitization Test

The test results adequately demonstrated that the subject non-sterile, single-use device is non-
cystotoxic, non-irritating, and non-sensitizing. There is no safety concern with this proposed device.

INTENDED USE/INDICATIONS FOR USE: The subject single-use, disposable Pure Wrist™
Electrocautery Laparoscopic Instruments have application in a variety of minimally invasive
procedures “to facilitate grasping, mobilization, dissection, and transaction of tissue”. This claim is
SE (Chart 3) to its predicate device, ENDOPATH Endoscopic Instruments (K984240).

PREDICATE DEVICE (S): The subject Pure Wrist™ Electrocautery Laparoscopic Instruments are
SE (Chart 3) in technological characteristics (Chart §), function, materials and intended use to
predicate device, ENDOPATH Endoscopic Instruments (K984240).

STERILITY, PACKAGING, and LABELING: The proposed products, Pure Wrist™
Electrocautery Laparoscopic Instruments will be supplied as sterile and the devices are designed for
single use. The sterilization is accomplished using gamma radiation to achieve a SAL of 10°® in
accordance with AAMI TIR27:2001, Sterilization of Health Care Products- Radiation Sterilization-
Substantiation of 25kGy as a Sterilization dose-Method VDmax. The sponsor has provided a
revised draft labeling that contains instructions for usc statement, contraindications, warning and
caution statements as per “the Guidance Document for General Surgical Electrosurgical
Devices”. And the draft labeling is found to be satisfactory.

SAFETY AND EFFECTIVENESS INFORMATION & TRUTHFUL AND ACCURATE
STATEMENT: The sponsor has provided 1) a 510 (k) summary of safety and effectiveness
information and 2) a truthful and accurate statement about the device.

RECOMMENDATION: The subject Pure Wrist™ Electrocautery Laparoscopic Instruments are SE
(Chart 7) in technological characteristics (Chart 5), function, and intended use to predicate
devices, in particular to ENDOPATH Endoscopic Instruments (K984240). The device is associated
with Electrosurgical Surgery and is categorized as 79 GEI (Electrosurgical Device, Cutting &
Coa/?iation and Accessories). The d?ice 1s Class IT based on 21 CFR 878.4400.

| Lrge T M ‘K/ S/ o6
Geopge J. Mhttamal, Ph.D. (Date)
Ge al angd Surgery Devices Branch

Division of General, Restorative, and Neurological Devices

CONTACT HISTORY: The sponsor (Mr. Jacob Jacobson) was contacted on 8/3/06 to discuss
more about the device and to provide Al The required information was received by e-mail
8/7/06, and the hard copies of the same follow later.
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Mattamal, George
From: Jack Jacobson [jjacobson@cambridgeendo.com]
Sent: Monday, August 07, 2006 12:20 PM
1 Mattamal, George
Ibject: Additional Information for CambridgeEndo 510(k) Notification

Attachments: CED510K-Addendum-R E-Animal_Trial_Results.pdf: pW_Device_IFU_Rev.ZIP

e

CEDS10K-Addendu pW_Device_IFU_Re
m-RE-Animal_Tri... v.ZIP {417 KB}...

Dear Dr. Mattamal,

Thank you for your feedback and helpful suggestions.
Attached some additiocnal information per your request:
1) Summary results of Animal Trials. See attached PDE file
2} Revised IFUs for the 3 devices in the notification. See attached ZIP file.
Alsc please note that there 1is further information on the results of the lst
animal trial in the original Netification in Appendix 4 on page 2 of the
appendix.
Thank you for your feedback
Regards,

.cob Jacobson

Jacob Jacobson

Chalr and CEO Cambridge Endoscopic Devices, Inc
O 508-302~1402 %102

C 617-968-1661

\O
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Cambridge Endoscopic Devices, Inc. Aug. 4, 2006

Addendum to 510k Notification # K061425

SUBJECT: Summary of Results of Pre-clinical Animal Trials -

NC I
Product exceeded surgeons' ex
¢xpectations for cutting.

pectations for dissection,grasping and electrosurgery. Product met

(1

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



Records processed under FOIA Request #2015-10117; Released by CDRH on 08-29-2016.

CAMBRIDGENDO"

pureWrist™
Dissector

Diameter: 5 mm, Usable Length: 34 em

Reorder Number: PW1201-01

IMPORTANT
This book is designed to assist in using this product. Itis not a reference to
surgical techniques.

BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.

This device was designed, tested, and manufactured for single patient use anly,
Reuse or reprocessing may lead to device failure and subsequent patient injury.
Reprocessing and/or resterilization of this device may create the risk of
contamination and patient infection. Do not reuse, reprocess, or resterilize this
device

DESCRIPTION

The CambridgeEndo* pureWrist* Dissector, with 3 5 mm diameter insulated shaft
and 34 cm ysable length, is designed for use through trocars that accommadate 5
mm devices. This device can bhe used for manopalar cautery when attached ta an
appropriate electrocautery generator via the male banana plug on the bottom of
the handle. Articulation of the device's handle results in corresponding motion of
the articulating tip. The articulating tip may also be rotated independently of the
handfe using the axial rotation knob at the distal end of the handle. The tip may be
straight or in any articulatad pasition when rotated.

INDICATIONS

The CambridgeEndo* pureWrist* Dissector 5 mm single use instrument with
monapolar cautery has application in a variety of minimally invasive procedure to
facilitate grasping, mobilization, and dissection of tissue,

CONTRAINDICATIONS

1. The pureWrist* Dissector single use instrument with mancpolar cautery is
NOT intended for contraceptive coagulation of fallopian tissue, but may be
used to achieve hemostasis fellowing transection of the faflopian tube.

2. The device is intended for use only as indicated.

WARNINGS AND PRECAUTIONS

1. User should be trained in the use of the device before using in a surgical
procedure.

2. Priar to inserting and removing device through a trocar, ensure that the jaw is
closed and the distal tip is straight.

3. Only physicians having adequate trainj f )
techniques should perform endestGpic procedures, Consult the
literature relative to 1 chriglies, complications, and hazards prior to

i ic procedures.

derstanding of the principle and techniques involved in

rgical procedures is hecessary to avoid shock and burn hazard 1o

patient and user. Varify compatibility of instrumentation to ensure

lectrical isolation or grounding is not compromised.

Do not use power settings that may result in mare than Boog

delivered to the pureWrist* Dissactor. Excessive powe

instrument maffunctions and possible patient or user injury.

The instrument is not intended for use when minimally invasive technigues

are contraindicated,

This device is provided STERILE and is intended for use in a SINGLE

procedure only. DISCARD AFTER USE. DO NOT REUSE, REPROCESS

R RESTERILIZE THIS DEVICE.

/
. L
\““«.. . Prosunsl Bending Section___..- “"}”’9
Dissector Tip i Te— IS ey
rd e
b 58 i
by B N
Distat E‘;:;ﬁng Saction Al Rotation Knop /:// 2\\\ s '3‘
Fengar Mok Bat / ‘\J/‘
/
Tip dctustion Lever  Unhorsal Mais
Burvany Plug
SCHEMATIC VIEW

* Dissector Tip - Used for grasping and biunt dissection of tissue
Distal Bending Section — Pravides articulation at the distal tip
Main Shaft - Rigid insulated shaft
. Proximal Bending Section — Articulates the distal bending section
. Axial Rotation Knob — Allows user 1o rotated shaft independent of handte

. Tip Actuation Lever — Used 1g open and close the jaws
Handfe — User hotds the device here

ELECTROCAUTERY COMPATIBILITIES
The pureWrist* Dissector is compatible with the following manufacturer's
electrosurgical generators: Valteylab, Canmed, and Circon.

MOTION

. Upward articulation of the handle refative to the main shaft causes
corresponding upward articulation of the tip refative to the main shaft,
When the handle is straight/in line with the main shafl, the tip is also
straightfin line with the main shaft,

. Axial rotation while the tip is articulateg causes the tip lo rotate about its
center axis. while remaining articulated,

v Articulating the handle in any direction (upwards, downwards, or sideways)
relative to the main shaft causes cerresponding articulation of the tip
relative to the main shaft.

INSTRUCTIONS FOR USE

1. Ifthe electrocautery function of the device will be used, connect to an
appropriate monopolar generator using a standard cautery cable attached
to the male banana plug at the back of the handle.

2. Prior to inserting the device through a tracar, ensure that the jaw is closed
by depressing the Tip Actuatian Lever and ensure that the distal tip is
straight relative to the main shaft,

3. Once the device is inside the body, the jaws can be opened and closed by
depressing and releasing the Tip Actuation L ever.

4. Tip articulation can be abtained by articulating the handle relative to the
mair shaft,

3. Tiprotaticn can be obtained by rotating the Axiaf Rofation Knob relative to
the handle.

6. Prior to removing the device from the trocar, ensure that the Jaw is closed
by depressing the Tip Actuation Lever and ensure that the distal tipis
straight relative 1o the main shaf.

Sterile [R]

STORE AT ROOM TEMPERATURE.
AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F (54°C),

54°C

CAUTION: Federal {(USA) law restricts this device for sale and use by, or on the
arder of, a physician.

“Trademark

US Patents Pending

Manufactured in the USA for Cambridge Endoscapic Devices, Inc., Framingham, Ma 01702

€82123-01 Rev RO1

V2
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™ . Jaw Actuation Lever — Used to epen and close the scissor blades
(§ EAM R ” D@ E N DO *  Handle — User holds the device here
ELECTROCAUTERY COMPATIBILITIES
. ™ The pureWrist* Scissors are compatible with the following manufacturer's
pureWrist

electrosurgical generatars: Valleylab, Conmed, and Circan
Scissors

Diameter: 5 mm, Usable Length: 34 cm
Reorder Number: PW1101-01

BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.

IMPORTANT
This book is designed to assist in using this product. Itis not a reference to
surgical techniques,

This device was designed, tested, and manufactured for single patient use ohly.
Reuse or reprocessing may lead to device failure and subsequent patient injury.
Reprocessing and/or resterilization of this device may create the sisk of

contamination and patient infection. Do not feuse, reprocess, or resterilize this &/‘ =

device,

DESCRIPTION

hottem of the handle. Adticulation of the device's handie results in corresponding
molion of the articutating tip. The articulating tip may also be rotated
independently of the handle using the axial rotation knob at the distal end of the
handle. The tip may be straight or in any articulated positicn when rotated.

INDICATIONS

The CambridgeEndo* pureWirist* Scissors 5 mm single use instrument with

manopolar cautery has application in a variety of minimally invasive procedure to ”

facilitate mobilization, transection, and dissection of tissue. [
T

CONTRAINDICATIONS 4/

1. The pureWrist* Scissors single use instrument wi:h monopolar cautery is MOTION
NOT intended for contraceptive coagulation of fal opian tissue, but may be . Upward articulation of the handle relative (o the main shaft causes

5 ';z';d dfwic:;E“i'stzs:j“e%sﬁsrs'Sstlfnwnfst{:jiizf:‘?” of the fallopian tube. corresponding upward articulation of the 1ip relative to the main shaft.

' ' . When the handle is straightin line with the main shaft, the tip is als

WARNINGS AND PRECAUTIONS straight/in line with the main shaft,

1. User should be trained in the use of the device hefore using in a surgicat - Axial rotation while the tip is articulated causes the tip to rotate about its
procedure. center axis, while remaj ning articulated,

2. Prior to Inserting and removing device through a trocar, ensure that the . Articulating the handle in any direction (upwards, downwards, or sideways})
scissor blades are dosed and the distal tip is straight. refative 1o the main shaft causes corresponding articulation of the tip

3. Only physicians having adequate training and familiatity with endoscopic relative to the main shatt.
techniques should petform endoscopic procedures. Consult the medical
titerature relative to techniques, complications, and hazards prior to INSTRUCTIONS FOR USE
performing endoscopic procedures. _ 1. Ifthe electrocautery function of the device will be used, connect to an

4. Athorough understandirg ofthe principle and techniques inw in appropriate manopolar generator using a standard cautery cable attached

electrosurgical pracedures is hecessary to avoid shock and burn havsyd to to the male banang plug at the back of the handle.

both patient an - Verify compatibility of instrumentation to ensure 2. Prior to inserting the device through a trocar, ensure that the scissor
tha),eTe iedl Tsolation or grounding is not compromised blades are closed by depressing the Tip Actuation Lever and ensure that
Use power settings that may result in more than 3000 Volts being the distal tip is straight relative to the main shatft,
daffvered to the pureWrist* Scissors. Excessive power level may result j 3. Once the device is inside the body, the blades can be opened and closed
nstrument malfunctions and possible patient or user injury. by depressing and releasing the Tip Actuation Lever,

The instrument is not intended for Lse when minimally invasive echniques 4. Tip articulation can he obtained by articulating the handle refative to the
are contraindicated. main shaft.

This device is provided STERILE and is intended for use in a SINGLE
procedure only. DISCARD AFTER USE. DO NOT REUSE,
REPROCESS., OR RESTERILIZE THIS DEVICE.

the handle.
6. Prior to removing the device from the trocar, ensure that the blades are

5. Tip rotation can be obtained by ratating the Axiaf Rotation Knob relative to

'y closed by depressing the Tip Actuation Lever and ensure that the distal tip
. is straight relative to the main shaft,
e 534°C
SoMser BlaCRe - jian Shan i ﬁ
1 =z Sterile
W,
e e STORE AT ROOM TEMPERATURE.
Distal Berling Section Al Retediors 5oty 7 3 AVOIG PROLONGED EXPOSURE T0 ELEVATED TEMPERATURES.
Finigar Mol Sol / DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F (54°C).
T Actustion Livsr  Universal sle CAUTION: Federal (USA} law restricts this device for sale and use by, or on the
Banana Prug .
order of, a physician,
SCHEMATIC VIEW STrademark
" Tip(Scissor Blades) ~ Used for transection and blun dissection of tissue US Patents Pending

. Distal Bending Section — Pravides articulation of the distaf tp

Manufactured in the USA for: Cambridgs Endoscopic Dawvices, Inc Framingham, M 01702

. Main Shaft - Rigid insulated shaft CB2124-91 Rev RO1

. Preximal Bending Section — Articulates the distal bending section
. Axial Rotation Knab — Aflows user to rotated shaft independent of handle

1

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

Diameter: 5 mm, Usable Length: 33 cm

Reorder Number: PW1301-01
BEFORE USING PRODUCT, READ THE FOLLOWING
INFORMATION THOROUGHLY.
IMPORTANT
This book is designed to assist in using this product. It is not a reference to
surgical techniques.

This device was designed, tested, and manufactured for single patient use
only. Reuse or reprocessing may lead to device failyre and subsequent
patient injury. Reprocessing and/or resterlization of this device may create the
risk of contamination and palient infection. Do not reuse, reprocess, or
resterilize this device.

DESCRIPTION

The CambridgeEndo* hureWrist* Electrocautery Hook, with a 5 mim diameter
insulated shaft and 33 cm usable length, is designed for use through trocars
that accommadate 5 mm devices, This device can be used for manapolar

INDICATIONS

The CambridgeEndo* pureWrist* Hook 5 mm single use instrement with
monopolar cautery has application in g variety of minimally invasive procedure
to facifitate mobilization and electrocautery of tissue,

CONTRAINDICATIONS

1. The pureWrist* Hook single use instrument with monopolar cautery is
NOT intended for contraceptive coagulation of fallopian tissue, hut may
be used to achieve hemostasis following transection of the fallepian tube.

2. The device is intended for use only as indicated.

WARNINGS AND PRECAUTIONS

1 User should be trained in the use of the device before using in a surgical
procedure.

2. Priorto Inserting and removing device through a trocar, ensure that the
distal tip is straight.

3. Only physicians having adequate training and familiarity with endoscopic
techniques should perform endoscopic procedures. Consult the medical
literature relative to techniques, complications, and hazards prior to
performing endoscopic procedures,

4. Athorough understand; e principle and technig
electrosurgical Edures is necessary to avoid shock and
to both patieRt and usar. Verify compatibility of instrumentation te

that electrieal isclation ar grounding is not compromised.

&r settings that may result in more than 3000 Volts being

6. igStrument is not intended for use when minimafly invasive )
techfiiques are contraindicated. Z_.SF/
. device is provided STERILE and is intended f naSINGLE
edure only. DISCARD AFTER USE, DO NOT REUSE,

REPROCESS, OR RESTERILIZE THIS DEVICE.

Hand Supart

Proxinsd Bencing Sedlm\
Tanetsry Hook i Shatt
k\‘-i\ . . )
Dista¥ Bending Section Axtel Rodation Ko -~
// 2 *&/_ d
Firger okt Biog e /’
Unbvarssl Male
finnara Pug

SCHEMATIC VIEW

. Tip (Hook) — Used for maobilization and cautery of tissye

- Distal Bending Section — Provides articulation of the distal tip
. Main Shaft — Rigid insulated shaft

Proximal Bending Section ~ Articufates the dista bending section
Axial Rotation Kneb — Allows user to rolated shaft independent of handle
Handle — User holds the devica here

ELECTROCAUTERY COMPATIBILITIES
The pureWrist* Hook s compatible with the following manufacturer's
electrosurgical generatars: Valleylab, Conmed, and Gircon..

~,

R ess——

MOTION

Upward articulation of the handie relative to the main shaft causes
corresponding upward articulation of the tip relative to the main shaft.
When the handle is straight/in line with the main shaft, the tip is also
straight/in fine with the main shaft,

Axial rotation while the tip is articulated cayuses the tip to rotate about jts
center axis, while remaining articulated,

Articulating the handfe in any direction (upwards, downwards, or
sideways} relative to the main shaft causes corresponding articulation of
the tip relative to the main shai,

INSTRUCTIONS FOR USE

1.

If the electrocautery function of the device will be used, connedt o an
appropriate monopolar generator using a standard cautery cable
attached to the male banana plug at the back of the handie.

Prior to inserting the device through a trocar, ensure that the the distal tip
s straight relative to the main shaft

Tip articulation can be obtained by articulating the handle relative to the
main shafi.

Tip rotation can be obtaineq by retating the Axial Rotation Knob relative
to the handle.

Prior to removing the device from the trocar, ensure that the distal tip is
straight relative ta the main shaft,

Sterile[R]

54°C

STORE AT ROOM TEMPERATURE.
AVOID PROLONGED EXPOSURE TO ELEVATED TEMPERATURES.,
DO NOT EXPOSE TO TEMPERATURES ABOVE 130°F (54°C).

CAUTION: Federal {USA) [aw restricis this device for sale and use by, or on
the order of, a physician.

*Trademark
US Patents Fending
Manufactured in the USA for: Cambridge Endoscopic Devices, Inc., Framingham, MA

01702

CB2125-01 Rev ROY

t

-796-8118.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796
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S10(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to

@ Marketed Device * @

ew Device Have Same  NO  Dothe Differcnces Alter the [nterided
tion StatementT™"— ¥ Therapcutic/Diagnostic/etc. Effect .- YES

Descriptive Information Doe
about New or Marketed Ingi

Not Substantially
Equivalent Determination

Device Requested as Needed (in Deciding, May Consider impact on
YES Safety and Effectiveness)?**
New Device Has Same Intended NO
Use and May be “Rubstantially Equivalent” < ‘
New Device Has O
@ @ New Intended Use
Does New Devipe Have Same
Technotogical Characteristics, NO Could the New
e.g. Design, Malerials, etc.? — ¥ Characteristics Da the New Characteristics
ES Alfect Safety or ——# Raise New Types of Safety YES
@ Effectiveness? or Effectiveness Questions? -0
A

NGO

Do Accepied Scientific
Metheds Exist for

Assessing Effects of NO
the New Characteristics?

Are Performance Data Available  NO
To Assess Effects of New  ————
Characteristics? ¥**

YES

Performance Data Demonstrate
Equivalence? . €———

NO Are The Descriptive NO
Characteris}ics Precise Enough
to Ensurg Equivalence? @
NO
Arc Performance Data
Availabie to Asses Equivalence!? YES
YES
| ol
.
l'erformance
Data Required
oy GO
Y
»  perfonuance Data Demonstrate
Equivalence? <
Yis

NO

“Substantially Equivalent”
To Determination

* 310(k} Submis;

YES NO

)

sions compare acw devices o macketed devices. FDA requests additional information if the relationship between

marketed and “predicate” {pre-Amendincnts of reclassified post-Amendments) devices 1s unclear.

b This decision is nornally

. Data maybe in the 310(K), ather 510(k)s, the Center’s classilication fdes, or the literature.

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

based on descriptive information alone, but limited testing information is sometinies requiced.
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