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510(k) SUMMARY

in accordance with the requirements of SMDA 1990 and 21 CFR 807.92 this
510(k) Summary of Safety and Effectiveness is submitted with the Premarket

Submission.

Company Name: UROHEALTH Systems, Inc. NOV_ | 8 1097
3050 Redhill Ave.
Costa Mesa, CA 92626

Contact Person: Ronald Bergeson

Telephone Number: 714.708.7748, ext. 248

Device Name: Bronchoscope

Proprietary Device Name: Intubation Endoscope and
Introducer Sheath

Classification Name: Bronchoscope (flexible or rigid) and
accessories

Predicate Devices: SteBar Instr. Corp. Schroeder Oral/Nasal
Stylette™

Vision-Sciences EndoSheath®

AMERICAN OPTICAL Flexible
Brochoscope FBS-1

Karl Storz Intubation Fiberscope

Device Description: UROHEALTH Intubation Endoscope Introducer
Sheath is a device that consists a malleable or
nonmalleable introducer sheath that houses a
channel for insufflation of oxygen or fluid
delivery, a deflecting mechanism for the distal
tip, a channel for scope insertion, and a distal
window. The reusable fiber optic imaging and
illumination system consists of a focusing
ocular lens, a distal objective lens, and a
connection for a fiber optic light cable.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Intended Use: The Intubation Endoscope and Introducer
Sheath are used in the direct visualization in

the trachea and lungs during fiberoptically
assisted intubation and airway management.

Performance Testing: The Intubation Endoscope and Introducer
Sheath will be tested to ensure integrity of
the sterile barrier under normal usage
conditions. All bonded joints will tested
according to the appropriate ASTM
procedure.

Biocompatibility: Biocompatibility testing will be conducted on
both component level and finished devices
(sterile, if applicable). This testing will include
but is not limited to cytotoxicity, sensitization,
and irritation. The device is considered body
contact surface of mucosal membranes fora
limited (less than 24 hours) contact duration.
This testing is in accordance with EN 30993 for
medical devices.

Substantial Equivalence: Based on the indications for use, technological
characteristics, and safety and performance
testing to be completed, the UROHEALTH
intubation Endoscope and Introducer Sheath
will be shown to be safe and effective forits
intended use.
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m.,,,z Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

Nov |8 1997
Ronald Bergeson Re: K970107
Corporate Director, Regulatory Affairs Intubation Endoscope and Introducer Sheath
Imagyn (formerly UroHeaith) Dated: October 7, 1997
5 Civic Plaza Received: October 8, 1997
Suite 100 Regulatory class: 1I
Newport, CA 92660 21 CFR 874.4680/Procode: 77 EOQ

Dear Mr. Bergeson:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use stated in the enclosure) to 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). You may, therefore, market the device, subject. -
to the general controls provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class I (Special Controls) or class III (Premarket Approval), it may be subject to
such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations, Title
21, Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing Practice
requirement, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and
that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to comply
with the GMP regulation may result in regulatory action. In addition, FDA may publish further announcements concerning your
device in the Federal Register. Please note: this response to your premarket notification submission does not affect any obligation
you might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control provisions, or

other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 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 and additionally 809.10 for jn vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,
N

v ) L

Lillian Yin, Ph.D.

Director, Division of Reprodluctive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices i

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure

Questigns? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510 (k) Number (if known): K970107

Device Name: intubation Endoscope and Introducer Sheath

Indications for Use: )

The Intubation Endoscope is used for direct visualization in the trachea and
lungs during fiberoptically assisted intubation and airway management.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use \/ OR Over-The-Counter Use

(Per 21 CFR 801.1091
(Optional Format 1-2-96)

Gl [ oy
(Division Sign-Off) ¢/

Division of Reproductive, Abdominal, ENT,
and Radiological D

510(k) Number /(}(7 70107

vs019704

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

NOV | 8 (997
Ronald Bergeson Re: K970107
Corporate Director, Regulatory Affairs Intubation Endoscope and Introducer Sheath
Imagyn (formerly UroHealth) Dated: October 7, 1997
5 Civic Plaza Received: October 8, 1997
Suite 100 Regulatory class: II
Newport, CA 92660 21 CFR 874.4680/Procode: 77 EOQ

Dear Mr. Bergeson:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use stated in the enclosure) to 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). You may, therefore, market the device, subject
to the general controls provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

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

such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Re ulations, Title

21, Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing Practice

requirement, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and

- at, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to comply
..with the GMP regulation may result in regulatory action. In addition, FDA may publish further announcements concerning your

device in the Federal Register. Please note: this response to your premarket notification submission does not affect any obligation

you might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control provisions, or
other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k) premarket notification. The FDA finding of
substantial equivalence of your device to a legally marketed predicate device results in a elassification 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 and additionally 809.10 for jn vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR 807.97). Other general information on your responsibilities under
the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsmamain . htm]".

Sincerely yours,

s U

Lillian Yin, Ph.D.

Director, Division of Reproguctive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510 (k) Number (if known): K970107

Device Name: Intubation Endoscope and Introducer Sheath

Indications for Use:

The Intubation Endoscope is used for direct visualization in the trachea and
lungs during fiberoptically assisted intubation and airway management.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use \/ OR Over-The-Counter Use
(Per 21 CFR 801.1091
{Optional Format 1-2-96)

(Division Sign-Off)y ¢/

Division of Reproductive, Abdominal, ENT,
and Radiological Di?es
L

510(k) Number 770/07

vs019704 /)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

» Memorandum
From: Reviewer(s) - Name(s) N A
Subject:  510(k) Number ][\q%) OloN /3
To: The Record - It is my recommendation that the subject 510(k) Notification:
[IRefused to accept.
%(equires additional information (other tha:y'feﬁlse to accept).
Accepted for review ¢ / 5 117 J.
Is substantially equivalent to marketed devices.
[INnoT substantially equivalent to marketed devices.
Clother (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? CIvYEs & ~o
Is this device subject to the Tracking Regulation? > LIYEs X NO ‘
Was clinical data necessary to support the review of this 5 10(k)? LIYES o /
this a prescription device? XYES O no
“"Was this 510(k) reviewed by a Third Party? OyEs X ~no

This 510(k) contains: (‘(\ ~
Truthful and Accurate Statement DRequested %Enclosed C \}\(\ /O\

(required for originals received 3-14-95 and after
-
510(k) summary OR [JA 510(k) statement , A \
O The required certification and summary for class Il devices iu\ &

_ /
he indication for use form (required for originals received 1-1-96 and after)

The submitter requests under 21 CFR 807.95 (deégn’t ’5 or SEs):
[ No Confidenfiality™ [ Confige iality £or %0-days’ Continued Confidentiality exceeding 90 days

Predicate Produdt Chde er: | Additional Product Code(s) with panel (optional):

O\ B (729 ‘ i { ,
i o/ Mo govg 0 [14[97
] k‘// ] (Branch Code) | (Date) (
“#inal Review: . ' (/// W 4 % il //// y ' Q_
(Division Director) 4 (Date)

Revised:7/21/97 s
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

)
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

- New Devioc b Comparcd to
Mearbctod 2
3
® | («)
Ng Do the Differenocs Alter the Intendod Yes
Dact New Devioe Samie ——e Thernpautic/Diagnacticlotc.
{ndication Statbrucnts? Effoct (lu Doclding, May “Not Substantially
Coaslder Impact ou Safcty and Equdvalent”
Y Eflcctivencec) Y Dectermination
No
Deseripdve Information New Devioe Has latended New Devioe Has New —— (B
about New or Marketed Use and May be *. Lntendod Use
Device Requested Equivaled
as Neoded
Docs New Deviog Have Samc No Could the New Yes Do the New Charnctecistics Yes
Techrological Chrrncteriatios, Characteristics R-chcw'l‘ypao(Stfdyorﬂ(B
c.g., Design, Maferlals, ete.? Afoct Safcty Effectiveness Questions?**
or Elfectiveness?
QF‘ ' No
® .
No Arc the Deseelptive Da Accepted Sclentific Mcthods
- Charactertstics Procise Enoagh 4 Exist foc Assessliag Effects of
to Ensure Eqyfivalonec? the New Characteristics? No
Fe =
No )
Arc Percfocmance Data Available Are Perfocmance Data Avellable No
1o Assess Equivaience?*oe to Assess Effects of New
Characteristics? >
Yes
Yes
Performance Pecfocmance
Data Data
Roquiced Required
L Pecformunce Data Dcno«stntc‘{-so /’2\4 O Performaace Date Demonstrate
Equivalence? cs Yes Equivelence? =
No No

e

“Substentially Equivalont®

* 510{k) submissions comparc new devices to marketed devices. FDA requests additional informatioa if the relatioaship
between marketed and "peedicate™ (pce-Amcadments oc reclassified post-Amecndments) devices is undeas,

T ()

** This decision is normally bascd oa descriptive information aloac, but limited testing infocmation is sometimes required.

*** Data maybeinthe 5 10(k), other S10(k)s, the Center's classification files, oc the literature.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Document # K970107

Company Name: Imagyn (formerly UroHealth)

5 Civic Plaza
Suite 100
Newport, CA 92660
(714)720-8855

FAX (714)720-8809

Contact Person: Ronald Bergeson

Corporate Directoxr, Regulatory Affairs

Device Name: Intubation Endosccope and Introducer Sheath

CLASSIFICATION NAME: Bronchoscope and accessories
COMMON NAME : Bronchoscope, rigid or flexible
PRODUCT TO WHICH COMPARED: (510(k) NUMBER IF KNOWN)
SteBar Instrument Corp, Schroeder Oral/Nasal Stylette
Vision Sciences, BEndoSheath - K961591

American Optical, Flexible Bronchoscope FBS-1 - K811181
Karl Storz, Intubation Fiberscope - K961178

INTENDED USE STATEMENT:

The Intubation Endoscope is intended to provide visualization in
the trachea and lungs during fiberoptically assisted intubation
and airway management.

Y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K970107/81, page 2.

10.

11.

YES
IS PRODUCT A DEVICE? X
DEVICE SUBJECT TO 510(k)? X
SAME INDICATION STATEMENT? X

DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY OR
EFFECTIVENESS?

SAME TECHNOLOGICAL CHARACTERISTICS?

X

COULD THE NEW CHARACTERISTICS AFFECT
SAFETY OR EFFECTIVENESS?

DESCRIPTIVE CHARACTERISTICS PRECISE
ENOUGH? X

NEW TYPES OF SAFETY OR EFFECTIVENESS
QUESTIONS?

ACCEPTED SCIENTIFIC METHODS EXIST?

PERFORMANCE DATA AVAILABLE?

DATA DEMONSTRATE EQUIVALENCE?

Submission Provides

Comparative Specifications: yes
Comparative Lab Data: no
Summary of Animal Testing: no
Summary of Clinical Testing: no
510 (K) Statement: no
510 (K) Summary: yes

NO

IF NO STOP
IF NO STOP

IF YES GO
TO 5

IF YES STOP
- NE

IF YES
- GO TO 7

IF YES GO
- TO 8

IF NO GO
- TO 10
IF YES STOP

IF YES STOP
- NE

IF NO STOP
- NE

IF NO
REQUEST DATA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K970107/81, page 3.

GENERAL INFORMATION SUMMARY

Life-Supporting or Life-Sustaining: no
Ig it an Implant? no
Software Driven: no

Level of Concern

Certification

Sterility: (single use sheath) yes
Single Use:

Disposable sheath yes

Bronchoscope no
Home or prescription use: yes
Drug or Biologic product: no
Device a kit: no

Provide a statement of how the device is either similar to and/or
different from other marketed devices, plus data (if necessary)
to support the statement. Provide a summary about the device

design, materials, physical properties and toxicology profile if
important.

A. Device Description:

The Intubation Endoscope and Introducer Sheath system is
comprised of two main components; a fiberoptic endoscope and an
introducer sheath. The endoscope is inserted into the sheath and
congists of a focusing ocular lens, a distal objective lens,

optical and light fibers and a connection for a fiber optic light
cable.

The introducer sheath consists of two channels, one for
insufflation of oxygen and fluids, and one for scope ingertion.
The introducer sheath also has a mechanism to deflect the distal
tip. The distal tip also contains a window through which the
endoscope views the trachea and lungs. There are two models of
introducer sheath; one that is malleable which contains a
stainless steel wire to maintain the shape that is contoured by
the physician for the patient's anatomy and, one that is
nonmalleable which still contains a stainless steel wire but the
wire is not malleable.

B. Device Materials and Toxicity

The sponsor states that there are no patient contacting
components in the fiberoptic scope.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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KS70107, page 4.

The patient contacting components in the introducer sheath are:

Distal tip -
Pull tube -
Handle housin
Female leur -
Distal window
Lumen body tubing -
Malleable wire -
Scope tubing -
0. Thumb lever -

HOUooJoauods W

The sponsor states that biocompatibility testing will be
conducted on both component level and finished devices (sterile,
if applicable). This testing will include but is not limited to
cytotoxicity, sensitization and irritation. This device is
considered body contact surface of mucosal membranes for a
limited contact duration (less than 24 hours). This testing is
in accordance with EN 30993 for medical devices.

The sponsor states that the materials of construction of the
distal tip and the sheath lumen are polyurethane.

C. Comparative Specifications

The sponsor includes a chart comparing the subject and predicate
devices in terms of: tip deflection; deflection method; overall
and working length; distal diameter; presence of an instrument or

flushing channel; presence of a malleable sheath and
biocompatibility.

No description of optics or image quality is presented or
compared. Overall diameter of the Insertion Sheath is not
presented or compared.

D. Physical Properties and Performance Testing

Physical properties are described in terms of materials of the
Introducer Sheath and the endoscope.

No testing of optical or image gquality was presented in the

original submission. This information was requested in an

additional information letter. The firm responded with the
following:

Technical and Optical Quality of the Flexible Endoscope:

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



Records processed under FOIA Request 2014-3186; Released 11/4/14

K970107/81, page 5.

Scope length
Scope outer diameter:
Intubation sheath diameter:

Optical Performance: Objective Lens
Focal Length:
Field of View
Direction of View:

Optical Performance: Illumination Fiber:
Ratio of luminous energy
transmitted to energy

delivered (b)(4) ]

Optical Performance: Image Transmission:
Total number of
fibers/pixels:
Fibers/mm?

Size of fiber core:
Area of active fiber/mm?

System:
Image Quality (Resolution): USAF Chart: Group 2, Element 6

No testing to demonstrate the microbial barrier properties of the
sheath materials was presented in the original submission. The
sponsor was asked to provide barrier test results. The sponsor
provided test results of barrier testing performed in accordance
with the guidance " Guidance for the Content of Premarket
Notifications for Disposable, Sterile, Ear, Nose and Throat
Endoscope Sheaths with Protective Barrier Claims". The results
demonstrated no viral penetration in the 20 sheaths tested. The
test appears to have been well controlled and executed.

E. Clinical Testing

No clinical testing is presented.

F. Sterilization

The sponsor states that both Gamma and ETO sterilization may be
utilized. They further stated that validation will be
accomplished per ANSI/AAMI/ISO guidelines for medical products.

An overkill approach will be completed with a sterility assurance
level (SA) of 107°. //

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K970107/S1, page 6.

The sterile single use package will be a Tyvek to PET/LDPE
laminated pouch sealed by conventional methods.

The user's information sheet did not contain complete
instructions for cleaning the fiberscope between patient uses.
The sponsor was asked to modify the labeling to include cleaning
and low level disinfection as well as high level disinfection
instructions. The response in the letter dated 10/8/97 was
incomplete so a telephone call was placed. I discussed the need
for cleaning instructions followed by low level disinfection
followed by sterile water rinse to be performed after removal of
the sheath, or high level disinfection if the user suspects
contamination of the fiberscope. A fax was sent for my review
and a hard copy is included.

G. Device Labeling

Proposed package labeling for the Malleable Introducer Sheath,
(single unit and ten unit package); Nonmalleable Introducer
Sheath (single unit and ten unit package); and Intubation
Endoscope are included. The package labels (except Intubation
Endoscope) include the statements that the devices are for single
patient use, are sterile and provide the caution that the devices
are restricted to sale by the order of a physician.

Also provided is sample instructions for use. The modified
instructions include the requested information for reprocessing
of the Intubation Endoscope, the reusable portion of the device.

H. 510(K) Summary or Statement

A 510(k) Summary is provided.

SUMMARY :

This device consists of a reusable fiberoptic endoscope called
the Intubation Endoscope and a sterile, disposable Introducer
Sheath (malleable and nonmalleable) .

The Intubation Endoscope is inserted into the Introducer Sheath
and consists of a focusing ocular lens, a distal objective lens,
optical and light fibers and a connection for a fiber optic light

cable. A video system may be connected to the optical coupler or
direct visualization may be performed.

The Introducer Sheath consists of two channels, one for .
insufflation of oxygen and fluids, and one for scope insertion. p‘(:)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K970107/81, page 7.

The Introducer Sheath also has a mechanism to deflect the distal
tip. The distal tip contains a window through which the
endoscope views the trachea and lungs. There are two models of
Introducer Sheath; one that is malleable which contains a
stainless steel wire to maintain the shape that is contoured by
the physician for the patient's anatomy and, one that is
nonmalleable which still containg a stainless steel wire but the
wire 1s not malleable.

The sponsor adequately addressed the questions posed in the
additional information letter dated April 8, 1997. This reviewer
has no further questions regarding the Imagyn Intubation
Endoscope and Introducer Sheath. J/f

RECOMMENDATION :

The Imagyn Intubation Endoscope and Introducer Sheath are
substantially equivalent to the cited predicate devices.

CFR# 874.4680
? Product Code 77-EOQ
/ CLASS II

W ol Ll

Karen H. Baker RN, MSN Date

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

MEDICAL TECHNOLOGIES

November 5,1997 Rov 6 011 fil ’9?

R e 4

e

FDA/CORK/ 60E /ppe
Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, Maryland 20850

Re:  510(k) Premarket Notification K970107
Intubation Endoscope and Introducer Sheath
Imagyn Medical Technologies, Inc.
CLARIFICATION OF MATERIAL USED FOR STERILE BARRIER TEST

Dear Sir or Madam:

This letter is in response to a request made by Karen Baker in aphone
conversation on Tuesday, November 4, 1997.

Imagyn confirms that the material used on the distal tip and all portions of
the lumen involved in the sterile barrier testing is h That is the

same material used to build current and future production units. These units
will not be shipped until Imagyn receives a clearance letter from FDA.

Should you have any questions please contact me at (714) 720-8855.

Sincerely,

\ &d h A\/‘
Ronald H. Bzg‘;son S«M—\.,

Corporate Director, Regulatory Affairs
Imagyn Medical Technologies, Inc.

//,

‘?;>FR';“)

5 Civic Plaza, Suite 100 />/
Newport Beach, CA 92660
phone 714.668.5858

fex QHIEBLIBIS? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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e
imagyn

MEDICAL TECHNOLOGIES
November 5,1997

Karen Baker (HFZ-470)

Food and Drug Administration

Center for Devices and Radiological Health
9200 Corporate Blvd.

Rockville, Maryland 20850

Re:  510(k) Premarket Notification K970107
Intubation Endoscope and Introducer Sheath
Imagyn Medical Technologies, Inc.

CLARIFICATION OF MATERIAL USED FOR STERILE BARRIER TEST
DESK COPY

Dear Karen:

This letter confirms that the material used on the distal tip and all ortions
of the lumen involved in the sterile barrier testing was H That'is

the same material used to build current and future production units. These
units will not be shipped until Imagyn receives a clearance letter from FDA

Three copies of this information have also been sent to the Document Mail
Center.

Should you have any questions please contact me at (714) 720-8855.

Sincerely,

L necntd Al Age so

Ronald H. Bergeson
Corporate Director, Regulatory Affairs
Imagyn Medical Technologies, Inc.

5 Civic Plaza, Suite 100 \
Newport Beach, CA 92660 )
phone 774.668.5858 .

fax 7647884875 ? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Imagyn

MEDICAL TECHNOLOGIES &~

November 5,1997

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd,

Rockville, Maryland 20850

Re: 5170(k) Premarket Notification K970107
intubation Endoscope and Introducer Sheath
Imagyn Medical Technologises, Inc.
CLARIFICATION OF MATERIAL USED FOR STERILE BARRIER TEST

Dear Sir or Madam:

This letter is in response to a request made by Karen Baker in a phone
conversation on Tuesday, November 4, 1997.

the lumen involved in the sterile barrier testing is That is the
same material used to build current and futyre production units. These units
will not be shipped until Imagyn receives a clearance letter from FDA.

Imagyn confirms that the material used on the distal tii and all portions of

Should you have any questions please contact me at (714) 720-8855.

Sincerely,

@,.uﬁ S sgenn

Ronald H. Bergeson
Corporate Director, Regulatory Affairs
Imagyn Medical Technologies, Inc.

5 Civic Pleza, Suite 100
Newport Beach, CA 92660
phone 714.668.5858

fex 714.668,5856

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Date: November 4, 1997
To:  The Record
From: Karen Baker

Subject: K970107
[ telephoned Mr. Ron Bergeron to clarify whether the material used for viral barrier testing is the same
material will be used in the lumen of the sheath device. There are three materials listed that could be used

for the lumen of the sheath and the material that was used in the viral challenge was not specified.

Mr. Bergeson responded that the polyurethane material to be used in the device is the same material that
was tested in the viral barrier property test. See attached fax and hard copy to this effect.

e

Kareh Baker, MSN, RN
Nurse Consultant/ENTB

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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imagyn
MEDICAL TECHNOLOGIES
November 3,1997

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, Maryland 20850

Re:  510(k) Premarket Notification K970107 \
Intubation Endoscope and Introducer Sheath
Imagyn Medical Technologies, Inc.

REVISED INSTRUCTIONS FOR USE

Dear Sir or Madam:

Thank you for notifying us of the need to modify the Instructiqns"for Use
(IFU) to include the statements about cleaning and disinfecting the scope
after each use. These changes have been made and are included in the IFU
attached. :

Should you have any questions ﬁléasé\cdntéét me at (714) 720-8855.
Sincerely,

Latd Bopere

Ronald H. Ber‘ge“son
Corporate Director, Regulatory Affairs
Imagyn Medical Technologies, Inc.

5 Civic Plaza, Suite 100
Newport Beach, CA 92660
ohone 714.668.5858

fax (1hE&%i6H8? Contact FPALCDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
YA | ; ,
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imagyn
MEDICAL TECHNOLOGIES
November 3,1997

Karen Baker (HFZ-470)

Food and Drug Administration

Center for Devices and Radiological Health
9200 Corporate Blvd.

Rockville, Maryland 20850

Re: 510(k) Premarket Notification K970107
Intubation Endoscope and Introducer Sheath
Imagyn Medical Technologies, Inc.

REVISED INSTRUCTIONS FOR USE - DESK COPY

Dear Karen:

Thank you for notifying us of the need to modify the Instructions for Use
(IFU) to include the statements about cleaning and disinfecting the scope

after each use. These changes have been made and are included in the IFU
attached.

Three copies have also been sent to the Document Mail Center.

Should you have any questions please contact me at (714) 720-8855.
Sincerely,

( Rodd 1

Ronald H. Bergeson
Corporate Director, Regulatory Affairs
Imagyn Medical Technologies, Inc.

5 Civic Plaza. Suite 100 -
Newport Beach, CA 82660 |
chone 714.668.5858

fax 7031 f88tt6rfs? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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! magyn

ANESTHESIA/CRITICAL CARE

DRAFT

AeroView™
OPERATOR’S MANUAL

P/N 71461
AD0750-A
October 1997

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Before attempting to use AeroView in an actual patient care situation,

operating personnel must become thoroughly familiar with the
instructions in this manual.

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

If you have any questions on the use of AeroView, or need
customer assistance, please contact your Imagyn Sales
Representative or call Imagyn Medical Technologies Customer
Service within the United States at: (888) 876-4584

2 "

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1.0

1.1

1.2

1.3

INTRODUCTION

Intended Use

The AeroView Scope System is a fiberoptic visualization device

that is used for fiberoptic oral or nasal intubation and fiberoptic
airway endoscopy.

Overview

AeroView offers an effective, safe, easy, and fast approach in
patients who present difficult intubation problems with
conventional techniques. In addition, AeroView permits
evaluation of the patient’s airway prior to, during, or after
endotracheal tube placement.

Visualization of the airway provides the opportunity to evaluate
the airway prior to tube placement, differentiate the cause of
airway compromise, and allow precise placement of the
endotracheal tube, Video endoscopy enhances visualization by
displaying the image on a monitor. In addition, since AeroView is
designed to work with Imagyn’s videoendoscope system

EndoView, you are guaranteed clear, accurate viewing during
intubation.

AeroView is intended for use by anesthesiologists, nurse
anesthetists, critical care physicians. it can be used in the
operating room, intensive care unit, and emergency room.

Description of the AeroView Scope System

The fiberoptic visualization device consists of two primary

components: a flexible fiberoptic imaging bundle, the fiberscope
a disposable introducer sheath

The flexible fiberscope is comprised of a coherent bundle of
optical fibers which connect to the AeroView optical coupler.

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



Records processed under FOIA Request 2014-3186; Released 11/4/14

AeroView Sheath

The sheath is used to introduce and manipulate the fiberscope
during use. The fiberscope is inserted into the sterile introducer
sheath. The sheath is then placed within a sterile endotracheal
tube. The sheath has been designed to prevent the fiberscope

from coming in contact with bodily fluids. The AeroView sheath
consists of the following parts:

Deflection Lever

o the tip of the AeroView sheath may be deflected to aid in
visualization and directing the endotracheal tube to its
appropriate location

» depressing the deflection lever results in deflection of the

sheath’s tip; release of the lever returns the sheath to its
neutral position

Flush Port

e permits injection of sterile water to aid flushing of secretions or

bodily fluids from the optics, instillation of local anesthetics,
and/or delivery of oxygen

lllumination Connector

e this connector is used to connect the AeroView fiberoptic light
cable to the AeroView

Fiberscope Connector

» This connector holds the AeroView fiberoptic scope securely in
place during use

Endotracheal Tube Insertion Cuff

o the AeroView sheath is inserted into a sterile endotracheal

tube; the endotracheal tube adapter then fits into the sheath’s
cuff

« rotation of the cuff permits adjustment for varied endotracheal
tube length, based on the physician’s discretion

C

/5>/ )/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2.0 USING THE AEROVIEW SCOPE SYSTEM

In addition to reading the following instructions for system set up
and operation, also refer to the operator's manual(s) supplied with
your light source, accessories, and other ancillary equipment. If
using EndoView™, please refer to the EndoView Operator's
Manual. The AeroView sheath is designed only for use with the
AeroView flexible fiberoptic scope.

2.1. Preparation of the AeroView Scope

1. Carefully remove the AeroView fiberscope from its
protective case. Do not discard this case. It will be used

for storing the AeroView fiberscope and light cable when
not in use.

2. Insert the optical connector of the fiberscope into the optical
coupler that is connected to the camera.

3. Insert the fiberoptic light cable connector into the output
socket of the light source and turn the light source on.

2.3 Preparation of the AeroView Sheath

The AeroView Sheath is supplied sterile. Use appropriate aseptic
technique to maintain sterility of the device prior to use.

1. Using aseptic technique, remove the sheath from its
package.

2. While depressing the deflection lever, make sure the tip of
the sheath deflects smoothly and correctly.

3. Insert the AeroView fiberscope into the fiberscope

connector located on the sheath’s handle. Insert it until you
reach a “stop” point.

4. Connect the fiberoptic light cable to the connector located
on the sheath’s handle, ensuring a secure connection.

6 )Z’>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2.3 Operating the AeroView Scope System

1. Insert the AeroView sheath into a sterile endotracheal
tube such that the tip of the sheath extends slightly from
the distal end of the endotracheal tube. Avoid insertion
through the Murphy’s eye as this will make visualization
and removal of the fiberscope difficult. Turn the bottom of

the insertion cuff to secure the endotracheal tube
connector.

NOTE: A water soluble or local anesthetic lubricant may be
applied to the distal one-third of the sheath to
facilitate its insertion and removal from the
endotracheal tube.

NOTE: Just prior to intubation, it may be beneficial to apply a
few drops of a sterile anti-fog solution to the tip of the

sheath to prevent fogging, thus providing better
visualization.

2. Insert the AeroView sheath and endotracheal tube
assembly into the patient’'s mouth using the standard
intubation technique. It may be beneficial to use the midline
approach. As the endotracheal tube is inserted, the airway
is visualized on your video monitor.

3. The tip of the AeroView sheath may be deflected to aid in
visualization and directing the endotracheal tube to its

appropriate location. Depress the deflection lever to deflect
the sheath’s tip.

4. If local anesthetic is required during the intubation process

it may be delivered through the injection port located on the
AeroView sheath.

5. If visualization is difficult due to blood or mucus, injection of
sterile water through the injection port will flush the optics.

4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6. After the endotracheal tube has been inserted, remove the
sheath from the endotracheal tube by gently rotating the
endotracheal tube insertion cuff and gently pulling
the sheath out of the endotracheal tube.

7. Disconnect the fiberscope and fiberoptic light cable from
their respective connectors on the sheath’s handle.

8. Discard the sheath in an appropriate container.
9. Disconnect the light cable from the light source. If using a

video system, disconnect the fiberscope from the video
camera.

11. The AeroView fiberscope and light cable may then be
placed in its protective case for the next use.

NOTE: If the fiberscope requires cleaning or disinfection,
refer to Section 3 of this manual for proper
instructions.

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

NOTE: The AeroView fiberscope is a delicate instrument.
Please take care during its handling. Take
precautions not to bend and/or crush it.

It is recommended that after each use the AeroView Scope be
cleaned and disinfected (please refer to Section 3.2 below for
instructions). After cleaning and disinfection place the AeroView
fiberscope and light cable inside the protective case. The

AeroView sheath is a single patient use item and is to be
discarded after use.

NOTE: After each use and whenever necessary, the optical
surfaces of the coupler and should be wiped with a
lint-free swab dampened with 70% isopropy! alcohol
in order to keep the optics free from debris.

After each use the proximal end of the fiberscope should be

wiped with a cloth or gauze pad dampened with 70% isopropyl
alcohol.

The fiberoptic light cable may be cleaned with a cloth or gauze
pad dampened with 70% isopropy! alcohol.

3.2 Cleaning the AeroView Scope

The AeroView Scope should be cleaned and disinfected after
each use. Itis recommended that the scope be cleaned with a
cloth or gauze pad and a proteinaceous enzymatic cleaning agent
followed by low level disinfection, e.g., by wiping with a cloth or
gauze pad dampened with 70% isopropyl alcohol. After each

cleaning procedure the scope is to be thoroughly rinsed and dried
before placing it in its protective case.

/?' %)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811
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If there is patient contamination of the scope there should be high
level disinfection or sterilization performed.

Sterilization of the fiberscope can be achieved by using a 2.4%

glutaraldehyde solution, ethylene oxide (EtO) gas systems, or
STERIS per the sterilant manufacturer’s instructions.

. Y/

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

Situation Action Taken

Tip of AeroView sheath Depress deflection lever
does not deflect

Obtain another sheath

Visualization difficult during Adjust focus on optical
coupler. intubation procedure
Adjust brightness control on
the light source.

Ensure light cable connection
on the illumination port
located on the sheath is
secure.

Ensure light cable is securely
connected to the light source.

Ensure that all power cables
are securely connected.

Verify that the sheath and
fiberscope assembly have not
been inserted through the
Murphy’s eye of the
endotracheal tube.

Inject sterile water through the
flush port of the sheath.

After the fiberscope has been Gently insert the fiberscope
inserted into sheath, one can deeper into the sheath until
view the sheath tip or orifice the orifice is no longer in view.

of the endotracheal tube

K

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5.0 GENERAL INFORMATION
5.1 User/Owner Responsibility
This Imagyn equipment and the authorized accessories are
designed to function as specified in the relevant Operator’s
Manual

only when operated and maintained in accordance with supplied
manuals and instructions.

5.2 Specifications

5.3

12

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

AeroView sheath is designed only for use with the AeroView
flexible fiberoptic scope. The AeroView flexible fiberoptic scope
has the following performance characteristics:

» Focal Length 3mm-10mm

 Field of View 70% + 5°

 Depth of Field 0%+ 5°
Warranty

Imagyn warrants the AeroView fiberscope to be free from
failures due to defects in material and workmanship, or
malfunctions under normal use for a period of 90 days after
purchase. During the warranty period, Imagyn will replace your

fiberscope at no charge, with next-day delivery, if it fails to
perform as specified.

If the fiberscope has been modified without Imagyn’s written
consent, or if the failure is the result of misuse, abuse, neglect, or
improper installation or operation, Imagyn has no obligation

to replace the fiberscope, and all warranties are null and void.

Should a malfunction occur within 90 days after purchase, the
fiberscope must be returned to Imagyn or its authorized
representative. Imagyn will replace the fiberscope at no

cost to the customer. If, upon examination by authorized service
personnel, it is determined that the malfunction is due to misuse
or abuse, warranty provisions will not apply.

,\)g/
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Before shipping a fiberscope for replacement, please call
Imagyn Customer Service to obtain a Returned Materials
Authorization Number (RMA). Please have the serial number of
the fiberscope and a description of the problem ready before
calling in order to help expedite the replacement. Prior to
returning the fiberscope, it should be cleaned and disinfected.
The fiberscope should be returned in original packaging material
and shipping case to prevent shipping damage. The RGA
number should be written on the box and returned to Imagyn.

THIS WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES
EXPRESSED, IMPLIED, AND/OR STATUTORY INCLUDING,
BUT NOT LIMITED TO, WARRANTIES OF MERCHANT-
ABILITY, FITNESS, AND/OR OF SUITABILITY FOR A
PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS, OR LIABILITIES ON IMAGYN'S PART.
IMAGYN NEITHER ASSUMES NOR AUTHORIZES ANY
PERSON TO ASSUME FOR IT ANY OTHER LIABILITIES IN
CONNECTION WITH THE SALE OF SAID INSTRUMENTS AND
EQUIPMENT. TO INSURE PROPER USE, HANDLING, AND
CARE OF INSTRUMENTS AND EQUIPMENT, READ THIS
OPERATOR’S MANUAL AND ANY OTHER LITERATURE
WHICH MAY BE INCLUDED WITH THE PRODUCT AND/OR
OTHERWISE AVAILABLE FROM THE COMPANY, AT NO
CHARGE, UPON REQUEST

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

CAUTION: Federal law restricts this device to sale by or on the
order of a physician.

CAUTION: Do not steam sterilize the optical coupler. Exposure

to temperatures greater than 140° may harm the unit
and render it nonusable.

14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AeroView"
BEYOND}'HE SCOPE OF ANYTHING ELSE
N

ANESTHESIA/CRITICAL CARE

3050 Redhill Ave.
Costa Mesa, CA 92626

3

15
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



MEDICAL TECHNOLOGIES

5 Civic Plaza, Suite 100, Newport Beach, CA 92860 FAX TRANSMISSION

FROM: Ronald Bergeson DATE: 10/31/97
Phone: 714.720.8855
Fax: 714,720-8809
TO: Karen Baker
Fax: 301.480.4224
Phone: 301.594.2080

SUBJECT: Intubation Endoscope - CHANGES TO INSTRUCTIONS FOR USE
K970107

Number of Pages including this cover page: - % -

Karen,

Thank you for your call this morning. | appreciate the opportunity to work with
you on any recommendations this way rather than encumber us both with the

laborious task of going through the Dockets Branch until we have agreed on
these issues.

Attached are the two pages of the modified Instructions for Use (IFU) that we
discussed this morning. They have been changed to reflect the
recommendations you made about ensuring the scops is cleaned and disinfected
after each use. Also, a paragraph has been added stating that the proximal end
of the scope should also be wiped with IPA after each use.

Once you have reviewed this, please call or fax me to let me know if this is
acceptable. If itis | will send a formal copy through Dackets.

Best regards,

Lo, firgoam

>

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 185
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3.0

3.1

3.2

MAINTENANCE
Maintaining AeroView

NOTE: The AeroView fiberscope is a delicate instrument.
Please take care during its handling. Take
precautions not to bend and/or crush it.

It is recommended that after each use the AeroView Scope be
cleaned and disinfected (please refer to Section 3.2 below for
instructions). After cleaning and disinfection place the AeroView
fiberscope and light cable inside the protective case. The
AeroView sheath is a single patient use item and is to be
discarded after use.

NOTE: After each use and whenever necessary, the optical
surfaces of the coupler and should be wiped with a
lint-free swab dampened with 70% isopropyl alcohol
in order to keep the optics free from debri.

After each use the proximal end of the fiberscope should be
wiped with a cloth or gauze pad dampened with 70% isopropy!
alcohol.

The fiberoptic light cable may be cleaned with a cloth or gauze
pad dampened with 70% isopropyi alcohol.

Cleaning the AeroView Scope

The AeroView Scope should be cleaned and disinfected after
each use. Itis recommended that the scope be cleaned with a
cloth or gauze pad and a proteinaceous enzymatic cleaning agent
followed by low level disinfection, e.g., by wiping with a cloth ar
gauze pad dampened with 70% isopropyl alcohol. After each
cleaning procedure the scope is to be thoroughly rinsed and dried
before placing it in its protective case.

9.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8%)/)
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If there is patient contamination of the scope there should be high
level disinfection or sterilization performed.

Sterilization of the fiberscope can be achieved by using a 2.4%
gluteraldehyde solution, ethylene oxide (ETO) gas systems, or
STERIS per the sterilant manufacturer's instructions.

10

g
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 137/
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DEPARTMENT OF HEALTH 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)
9200 Corporate Blwd.

October 08, 1997 Rockville, Maryland 20850
UROHEALTH SYSTEMS INC. 510(k) Number: K970107
3050 REDHILL AVE. Product: INTUBATION
COSTA MESA, CA 92626 ENDOSCOPE AND
ATTN: RONALD H. BERGESON INTRODUCER
SHEATH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (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. Because of equipment and
personnel limitations we cannot accept telefaxed material as part
of your official premarket notification submission, unless
specifically requested of you by an FDA official.

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

date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

/
O

%‘
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEDICAL TECHNOLOGIES
October 7, 1997

1@7/5

Center for Devices and Radiological Health
Document Mail Center (HFZ - 401)

Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

Re: Response to FDA Questions

Intubation Endoscope And Introducer Sheath (Renamed Aeroview™)
Ke70107

Dear Sir or Madam:

This letteris in response to a letter dated April 8, 1997, recelved from the D|V|S|on of
Reproductive, Abdominal, Ear, Nose and Throat, and Radxologlcal Devices, Office of
Device Evaluation. That letter requested certain information for final review of the

referenced premarket notification. The requested information is attached, with duplicate -
copies provided.

Please note that the name of the company and the name of the product have been
changed. UROHEALTH Systems, Inc. has been changed to Imagyn Medical
Technologies, Inc. effective October 1, 1997. The former name of the product (Intubation

Endoscope and Introducer Sheath) has been changed to AeroV|ewTM as shown in the
attached insructions for Use.

Thank you for the opportunity to prowde you with this |nformat|on If you have any
questions please feel free to contact me at my new telephone number whichis
(714) 720-8855, or by Fax at (714) 720-8809. Please note my new addreSs is5 CIVIC

Plaza, Suite 100, Newport Beach, CA 92660.
Sincerely,
C Kt .
Ronald H. Bergeson
Corporate Director, Regulatory Affairs

Imagyn Medical Technologies, Inc.

enclosures

cC: Karen Baker, HFZ-470

5 Civic Plaza, Suite 100

Newport Beach, CA 92660 , : , ‘
phone 714.668.5858 o

fax {3116€8}5H8? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301 796 8118 ;
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Intubation Endoscope And Introducer Sheath, K970107
October 7, 1997

Page 2

IMAGYN’S RESPONSES TO FDA QUESTIONS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-85
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Intubation Endoscope And Introducer Sheath, K970107
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Before attempting to use AeroView in an actual patient care situation,
operating personnel must become thoroughly familiar with the
instructions in this manual.

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

If you have any questions on the use of AeroView, or need

customer assistance, please contact your Imagyn Sales Representative
or call Imagyn Medical Technologies Customer Service within the
United States at: (888) 876-4584

/7
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1.0

1.1

1.2

1.3

INTRODUCTION

Intended Use

The AeroView Scope System is a fiberoptic visualization device that is
used for fiberoptic oral or nasal intubation and fiberoptic airway
endoscopy.

Overview

AeroView offers an effective, safe, easy, and fast approach in patients
who present difficult intubation problems with conventional
techniques. In addition, AeroView permits evaluation of the patient’s
airway prior to, during, or after endotracheal tube placement.

Visualization of the airway provides the opportunity to evaluate the
airway prior to tube placement, differentiate the cause of airway
compromise, and allow precise placement of the endotracheal tube,
Video endoscopy enhances visualization by displaying the image on a
monitor. In addition, since AeroView is designed to work with
Imagyn’s videoendoscope system EndoView, you are guaranteed clear,
accurate viewing during intubation.

AeroView is intended for use by anesthesiologists, nurse anesthetists,
critical care physicians. It can be used in the operating room, intensive
care unit, and emergency room.

Description of the AeroView Scope System
The fiberoptic visualization device consists of two primary

components: a flexible fiberoptic imaging bundle, the fiberscope a
disposable introducer sheath

The flexible fiberscope is comprised of a coherent bundle of optical
fibers which connect to the AeroView optical coupler.

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

The sheath is used to introduce and manipulate the fiberscope during
use. The fiberscope is inserted into the sterile introducer sheath. The
sheath is then placed within a sterile endotracheal tube. The sheath has
been designed to prevent the fiberscope from coming in contact with
bodily fluids. The AeroView sheath consists of the following parts:

Deflection Lever

e the tip of the AeroView sheath may be deflected to aid in

visualization and directing the endotracheal tube to its appropriate
location

¢ depressing the deflection lever results in deflection of the sheath’s
tip; release of the lever returns the sheath to its neutral position

Flush Port

® permits injection of sterile water to aid flushing of secretions or
bodily fluids from the optics, instillation of local anesthetics,
and/or delivery of oxygen

Illumination Connector

e this connector is used to connect the AeroView fiberoptic light
cable to the AeroView

Fiberscope Connector

¢ This connector holds the AeroView fiberoptic scope securely in
place during use

Endotracheal Tube Insertion Cuff

e the AeroView sheath is inserted into a sterile endotracheal tube; the
endotracheal tube adapter then fits into the sheath’s cuff

® rotation of the cuff permits adjustment for varied endotracheal tube
length, based on the physician’s discretion

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 13
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2.0 USING THE AEROVIEW SCOPE SYSTEM

In addition to reading the following instructions for system set up and
operation, also refer to the operator’s manual(s) supplied with your
light source, accessories, and other ancillary equipment. If using
EndoView™, please refer to the EndoView Operator’s Manual.

The AeroView sheath is designed only for use with the AeroView v~
flexible fiberoptic scope.

2.1. Preparation of the AeroView Scope
1. Carefully remove the AeroView fiberscope from its protective
case. Do not discard this case. It will be used for storing the

AeroView fiberscope and light cable when not in use.

2. Insert the optical connector of the fiberscope into the optical
coupler that is connected to the camera.

3. Insert the fiberoptic light cable connector into the output socket
of the light source and turn the light source on.

2.3  Preparation of the AeroView Sheath

The AeroView Sheath is supplied sterile. Use appropriate aseptic
technique to maintain sterility of the device prior to use.

1. Using aseptic technique, remove the sheath from its package.

2. While depressing the deflection lever, make sure the tip of the
sheath deflects smoothly and correctly.

3. Insert the AeroView fiberscope into the fiberscope connector
located on the sheath’s handle. Insert it until you reach a “stop”
point.

4. Connect the fiberoptic light cable to the connector located on

the sheath’s handle, ensuring a secure connection.

§§
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2.3 Operating the AeroView Scope System

1.

Insert the AeroView sheath into a sterile endotracheal tube
such that the tip of the sheath extends slightly from the distal
end of the endotracheal tube. Avoid insertion through the
Murphy’s eye as this will make visualization and removal of
the fiberscope difficult. Turn the bottom of the insertion cuff
to secure the endotracheal tube connector.

NOTE: A water soluble or local anesthetic lubricant may be

applied to the distal one-third of the sheath to facilitate its
insertion and removal from the endotracheal tube.

NOTE: Just prior to intubation, it may be beneficial to apply a few

drops of a sterile anti-fog solution to the tip of the sheath
to prevent fogging, thus providing better visualization.

Insert the AeroView sheath and endotracheal tube assembly
into the patient’s mouth using the standard intubation technique.
It may be beneficial to use the midline approach. As the
endotracheal tube is inserted, the airway is visualized on your
video monitor.

The tip of the AeroView sheath may be deflected to aid in
visualization and directing the endotracheal tube to its

appropriate location. Depress the deflection lever to deflect
the sheath’s tip.

If local anesthetic is required during the intubation process it

may be delivered through the injection port located on the
AeroView sheath.

If visualization is difficult due to blood or mucus, injection of
sterile water through the injection port will flush the optics.

After the endotracheal tube has been inserted, remove the
sheath from the endotracheal tube by gently rotating the

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 187
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endotracheal tube insertion cuff and gently pulling
the sheath out of the endotracheal tube.

7. Disconnect the fiberscope and fiberoptic light cable from
their respective connectors on the sheath’s handle.

8. Discard the sheath in an appropriate container.

9. Disconnect the light cable from the light source. If using a video
system, disconnect the fiberscope from the video camera.

11.  The AeroView fiberscope and light cable may then be placed in
its protective case for the next use.

NOTE: If the fiberscope requires cleaning or disinfection, refer to
Section 3 of this manual for proper instructions.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3.0

3.1

3.2

MAINTENANCE
Maintaining AeroView

NOTE: The AeroView fiberscope is a delicate instrument. Please
take care during its handling. Take precautions not to
bend and/or crush it.

After use, place the AeroView fiberscope and light cable inside the
protective case if the fiberscope does not require cleaning or...... ..
disinfection. Ifit does, please refer to Section 3.2 below. The
AeroView sheath is a single patient use item and is to be discarded
after use.

NOTE: After each use and whenever necessary, the optical
surfaces of the coupler be wiped with a lint-free swab

dampened with 70% isopropy! alcohol in order to keep the
optics free from debri.

The fiberoptic light cable may be cleaned with a cloth or gauze pad
dampened with 70% isopropyl alcohol.

Cleaning the AeroView Scope

If the AeroView Scope requires cleaning or disinfection, it is
recommended that the scope be cleaned with a cloth or gauze pad
dampened with 70% isopropyl alcohol. It can then be disinfected
using standard institutional guidelines for non-sterile instruments
and equipment. After each cleaning procedure the scope is to be
thoroughly rinsed and dried before placing it in its protective case.

Sterilization of the fiberscope can be achieved by using a 2.4%

gluteraldehyde solution, ethylene oxide (ETO) gas systems, or STERIS
per sterilant manufacturer’s instructions.

9
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4.0 TROUBLESHOOTING GUIDE

Situation Action Taken
Tip of AeroView sheath Depress deflection lever
does not deflect
Obtain another sheath
Visualization difficult during Adjust focus on optical coupler.

intubation procedure

Adjust brightness control on the
light source.

Ensure light cable connection on
the illumination port located on
the sheath is secure.

Ensure light cable is securely
connected to the light source.

Ensure that all power cables
are securely connected.

Verify that the sheath and
fiberscope assembly have not
been inserted through the
Murphy’s eye of the
endotracheal tube.

Inject sterile water through the
flush port of the sheath.

After the fiberscope has been Gently insert the fiberscope
inserted into sheath, one can deeper into the sheath until the
view the sheath tip or orifice orifice is no longer in view.

of the endotracheal tube

m S|

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5.0

5.1

GENERAL INFORMATION
User/Owner Responsibility

This Imagyn equipment and the authorized accessories are
designed to function as specified in the relevant Operator’s Manual
only when operated and maintained in accordance with supplied
manuals and instructions.

5.2 Specifications

5.3

AeroView sheath is designed only for use with the AeroView flexible
fiberoptic scope. The AeroView flexible fiberoptic scope has the
following performance characteristics:

e Focal Length 3mm - 10 mm

e Field of View 70° £ 5°

e Depth of Field 0%+ 5°
Warranty

Imagyn warrants the AeroView fiberscope to be free from

failures due to defects in material and workmanship, or malfunctions
under normal use for a period of 90 days after purchase. During the
warranty period, Imagyn will replace your fiberscope at no

charge, with next-day delivery, if it fails to perform as specified.

If the fiberscope has been modified without Imagyn’s written
consent, or if the failure is the result of misuse, abuse, neglect, or
improper installation or operation, Imagyn has no obligation

to replace the fiberscope, and all warranties are null and void.

Should a malfunction occur within 90 days after purchase, the
fiberscope must be returned to Imagyn or its authorized
representative. Imagyn will replace the fiberscope at no

cost to the customer. If, upon examination by authorized service
personnel, it is determined that the malfunction is due to misuse or
abuse, warranty provisions will not apply.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811|h

V2



Records processed under FOIA Request 2014-3186; Released 11/4/14

Before shipping a fiberscope for replacement, please call

Imagyn Customer Service to obtain a Returned Materials
Authorization Number (RMA). Please have the serial number of
the fiberscope and a description of the problem ready before calling
in order to help expedite the replacement. Prior to returning the
fiberscope, it should be cleaned and disinfected. The fiberscope
should be returned in original packaging material and shipping case
to prevent shipping damage. The RGA number should be written
on the box and returned to Imagyn.

THIS WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES
EXPRESSED, IMPLIED, AND/OR STATUTORY INCLUDING,
BUT NOT LIMITED TO, WARRANTIES OF MERCHANT-
ABILITY, FITNESS, AND/OR OF SUITABILITY FOR A
PARTICULAR PURPOSE, AND OF ALL OTHER OBLIGATIONS,
OR LIABILITIES ON IMAGYN'’S PART. IMAGYN NEITHER
ASSUMES NOR AUTHORIZES ANY PERSON TO ASSUME FOR
IT ANY OTHER LIABILITIES IN CONNECTION WITH THE SALE
OF SAID INSTRUMENTS AND EQUIPMENT. TO INSURE
PROPER USE, HANDLING, AND CARE OF INSTRUMENTS AND
EQUIPMENT, READ THIS OPERATOR’S MANUAL AND ANY
OTHER LITERATURE WHICH MAY BE INCLUDED WITH THE
PRODUCT AND/OR OTHERWISE AVAILABLE FROM THE
COMPANY, AT NO CHARGE, UPON REQUEST

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6.0 WARNINGS AND CAUTIONS
CAUTION: Federal law restricts this device to sale by or on the
order of a physician.

CAUTION: Do not steam sterilize the optical coupler. Exposure to

temperatures greater than 140° may harm the unit and render it
nonusable.

0

1’1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18
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AeroView
BEYOND THE SCOPE OF ANYTHING ELSE

i

ANESTHESIA/CRITICAL CARE

3050 Redhill Ave.
Costa Mesa, CA 92626

M b!

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

September 05, 1997

UROHEALTH SYSTEMS INC.
3050 REDHILL AVE.

COSTA MESA, CA 92626
ATTN: RONALD H. BERGESON

Food and Drug Administration

Center for Devices and

Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.
Rockville, Maryland 20850

510(k) Number: K970107

Product: INTUBATION
ENDOSCOPE AND
INTRODUCER
SHEATH

Extended Until: 08-NOV-97

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

If the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered

withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

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

5K~ 6

5 Civic Plaz

September 4,1997

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, Maryland 20850

Re: 510(k) Premarket Notification (K970107)
Request for Extension i}
INTUBATION ENDOSCOPE AND INTRODUCER SHEATH %

<o

Dear Sir or Madam:

This letter is in response to FDA's letter dated April 8, 1997 requesting
additional information for technical review. FDA'’s letter requested the
information be provided within 30 days.

UROHEALTH had asked for an extension until September 8, 1997. However,
and as we discussed, the laboratory had difficulties performing this test due
to the small size of the lumen. In the past such tests have been performed
on lumens with a larger diameter, however our lumen size makes it difficult
to get liquids in to verify the barrier integrity. Therefore we will not be able
to provide the requested information within that time frame. UROHEALTH is
working with this laboratory and an alternate to evaluate this product, and
therefore we request an extension for our response until November 8, 1997.

If you have any questions please contact me at (714) 720-8855, or by Fax
at (714) 720-8809. Please note that these are new numbers as well as my
address which is 5 Civic Plaza, Suite 100, Newport Beach. CA 92660.

Sincerely,

Ronald H. Bergesz&/‘w\d

Corporate Director, Regulatory Affairs
UROHEALTH Systems, Inc.

)
3
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DEPARTMENT OF HEALTH AND HUMAN SERVIGES

Public Health Service

July 16, 1997

UROHEALTH SYSTEMS INC.
3050 REDHILL AVE.

COSTA MESA, CA 92626
ATTN: RONALD H. BERGESON

Food and Drug Administration

Center for Devices and

Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blwd.
Rockville, Maryland 20850

510(k) Number: K970107

Product: INTUBATION
ENDOSCOPE AND
INTRODUCER
SHEATH

Extended Until: 08-SEP-97

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

If the additional information is mot received by the "Extended Until"
date shown above your premarket notification will be considered

withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

’

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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July 10,1997

-
Food and Drug Administration “
Center for Devices and Radiological Health =
Document Mail Center (HFZ-401) :a;;
9200 Corporate Blvd. >
Rockville, Maryland 20850 =

Re: 510(k) Premarket Notification (K970107)

Request for Extension
INTUBATION ENDOSCOPE AND INTRODUCER SHEATH

Dear Sir or Madam:

This letter is in response to FDA's letter dated April 8, 1997 requesting
additional information for technical review. FDA’s letter requested the

information be provided within 30 days.

UROHEALTH had originally asked for an extension until July 8, 1997.
However, we will have been unable to locate a test house to perform the
sterile barrier testing, and therefore are not be able to provide the requested
information within that time frame. UROHEALTH is in the final stage of
evaluating an alternate test, and therefore we request an extension for our
response until September 8, 1997. | believe the testing and our response
will be provided much sooner than that date.

If you have any questions please contact me at (714) 708-7748, extension
248.

Sincerely,

 faaid Brpeso_

Ronald H. Bergeson
Corporate Director, Regulatory Affairs
UROHEALTH Systems, Inc.

LATRBUE SAREOHET CA T CTNRIFORTI ORI Sas61ih 200755311
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

May 08, 1997

UROHEALTH SYSTEMS INC.
3050 REDHILL AVE.

COSTA MESA, CA 92626
ATTN: RONALD H. BERGESON

Food and Drug Administration

Center for Devices and

Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.
Rockville, Maryland 20850

510(k) Number: K970107

Product: INTUBATION
ENDOSCOPE AND
INTRODUCER
SHEATH

Extended Until: 08-JUL-97

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

If the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered

withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Ewvaluation
Center for Devices and

Radiological Health

e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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May 2,1997
EDA/GDRH/ODE/DMO

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, Maryland 20850

Re: 510(k) Premarket Notification (K970107)
Request for Extension

INTUBATION ENDOSCOPE AND INTRODUCER SHEATH

Dear Sir or Madam:

This letter is in response to FDA's letter dated April 8, 1997 requesting
additional information for technical review. FDA'’s letter requested the
information be provided within 30 days.

However, we will not be able to provide the requested information within

that time frame. UROHEALTH therefore requests an extension until July 8,
1997.

If you have any questions please contact me at (714) 708-7748, extension
248.

Sincerely,

?Mﬂ, (J/QM

Ronald H. Bergeson
Corporate Director, Regulatory Affairs
UROHEALTH Systems, Inc.

e o)
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510(k) SUMMARY

In accordance with the requirements of SMDA 1990 and 21 CFR 807.92 this
510(k) Summary of Safety and Effectiveness is submitted with the Premarket

Submission.

Company Name: UROHEALTH Systems, Inc.
3050 Redhill Ave.
Costa Mesa, CA 92626

Contact Person: Ronald Bergeson

Telephone Number: 714.708.7748, ext. 248

Device Name: - Bronchoscope

Proprietary Device Name: Intubation Endoscope and
Introducer Sheath

Classification Name: Bronchoscope (flexible or rigid) and
accessories

Predicate Devices: SteBar Instr. Corp. Schroeder Oral/Nasal
Stylette™
Vision-Sciences EndoSheath®
AMERICAN OPTICAL Flexible
Brochoscope FBS-1
Karl Storz Intubation Fiberscope

Device Description: UROHEALTH Intubation Endoscope Introducer

Sheath is a device that consists a malleable or
nonmalleable introducer sheath that houses a
channel for insufflation of oxygen or fluid
delivery, a deflecting mechanism for the distal
tip, a channel for scope insertion, and a distal
window. The reusable fiber optic imaging and
illumination system consists of a focusing
ocular lens, a distal objective lens, and a
connection for a fiber optic light cable.

b
000048

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Intended Use: The Intubation Endoscope and Introducer
Sheath are used in the direct visualization in
the trachea and lungs during fiberoptically
assisted intubation and airway management.

Performance Testing: The Intubation Endoscope and Introducer
Sheath will be tested to ensure integrity of
the sterile barrier under normal usage
conditions. All bonded joints will tested
according to the appropriate ASTM
procedure.

Biocompatibility: Biocompatibility testing will be conducted on
both component level and finished devices
(sterile, if applicable). This testing will include
but is not limited to cytotoxicity, sensitization,
and irritation. The device is considered body
contact surface of mucosal membranes for a
limited (less than 24 hours) contact duration.
This testing is in accordance with EN 30993 for
medical devices.

Substantial Equivalence: Based on the indications for use, technological
characteristics, and safety and performance
testing to be completed, the UROHEALTH
Intubation Endoscope and Introducer Sheath
will be shown to be safe and effective for its
intended use.

&

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30@@@6 L‘- 9
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K40107

Page 1 of 1

i
i
H

Sy 510 (k) Number (if known): K970107

Device Name: Intubation Endoscope and Introducer Sheath

Indications for Use:

The Intubation Endoscope is used for direct visualization in the trachea and
lungs during fiberoptically assisted intubation and airway management.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use _
(Per 21 CFR 801.1091

(Optional Format 1-2-96)

/) 0

vs019704

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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E%Pﬁﬁ%%%ﬁ %  NEVYKOLOGICAL DEIGES
"APPLICANT UROHEALTH SYSTEMS INC. DIV S

TRADE NAME INTUBATION ENDOSCOPE AND INTRODUCER SHEATH
COMMON NAME BRONCHOSCOPE, TRACHER AND LUNGS

M)

MODEL ID #DE
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

APR 8 1997

.

Ronald Bergeson

Corporate Director, Regulatory Affairs
UroHealth

3050 Redhill Avenue

Costa Mesa, CA 92626

Re: K970107
Intubation Endoscope and Introducer Sheath
Dated: February 17, 1997
Received: February 18, 1997

Dear Mr. Bergeson:

We have reviewed your Section 510(k) notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent
to a legally marketed predicate device based solely on the information you
provided. To complete the review of your submission, we require the following
information:

Y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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We believe that this information is necessary for us to determine whether or not
this device is substantially equivalent to a legally marketed predicate device
with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(k), and you have received a letter
from FDA allowing you to do so. If you market the device without conforming to
these requirements, you will be in violation of the Federal Food, Drug, and
Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish
substantial equivalence. Clinical investigations of this device must be

conducted in accordance with the investigational device exemption (IDE)
regulations.

If the information, or a request for an extension of time, is not received
within 30 days, we will consider your premarket notification to be withdrawn and
your submission will be deleted from our system. If you submit the requested
information after 30 days it will be considered and processed as a new 510 (k) ;

therefore, all information previously submitted must be resubmitted so that your
new 510(k) is complete.

The requested information, or a request for an extension of time, should
reference your above 510(k) number and should be submitted in duplicate to: = -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If“?du have any questions concerning the contents of this letter, please contact
Karen Baker at (301) 594-2080. If you need information or assistance concerning
the IDE regulations, please contact the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597, or at
its internet address "dsmo@fdadr.cdrh.fda.gov".

s ere YOurs,
“ \ '
Harry Sauberman. P.E.

Chief, Ear, Nose and Throat Branch
Office of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 1
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Ronald Bergeson

Corporate Director, Regulatory Affairs
UroHealth

3050 Redhill Avenue
Costa Mesa, CA 92626

Re: K970107

Intubation Endoscope and Introducer Sheath
Dated: February 17, 1997
Received: February 18, 1997

Dear Mr. Bergeson:

We have reviewed your Section 510(k) notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent

to a legally marketed predicate device based solely on the information

you

provided. To complete the review of your submission, we require the following
information:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81
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We believe that this information is necessary for us to determine whether or not

this device is substantially equivalent to a legally marketed predicate device
with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(k), and you have received a letter
from FDA allowing you to do so. If you market the device without conforming to
these requirements, you will be in violation of the Federal Food, Drug, and
Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish
substantial equivalence. Clinical investigations of this device must be

conducted in accordance with the investigational device exemption (IDE)
regulations.

If the information, or a request for an extension of time, is not received
within 30 days, we will consider your premarket notification to be withdrawn and
your submission will be deleted from our system. TIf you submit the requested
information after 30 days it will be considered and processed as a new 510 (k) ;

therefore, all information previously submitted must be resubmitted so that your
new 510(k) is complete.

The requested information, or a request for an extension of time, should
reference your above 510(k) number and should be submitted in duplicate to:

{

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please contact
Karen Baker at (301) 594-2080. If you need information or assistance concerning
the IDE regulations, please contact the Division of Small Manufacturers
Assistance at its toll-free number’ (800) 638-2041 or at (301) 443-6597, or at
its internet address "dsmoefdadr.cdrh.fda.gov". ’

Sincerely yours,

Harry Sauberman. P.E.

Chief, Ear, Nose and Throat Branch
Office of Device Evaluation

Center for Devices and

Radiological Health
ca: HFZ-401 DMC

HFZ-404 510(k) Staff

HFZ-470 Division

D.O.
Draft:cdba:4.4.97
Final:cdba:4.4.97

{? ” &E QFFICE SURNAME OATE || OFFICE " SURNAME DATE QFFICE SURNAME 0ATE

OPY A Raba ﬁ/ﬂ{?{ﬁf:j """"""""""""""" SRR O s

i
A US GOVERNMENT PRINTING OFFICEATICSUB-Tr )

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

Memorandum

Frém: Reviewer(s) - Name(s) j&/f/ué,ﬁ {J Kﬁ/éﬂ\-

t

Subject: 510(k) Number = - Kq—!OIQ—? — - - ]

To: The Record - It is my recommendation that the subject 510(k) Notification:

O Refused to accept.

@/Requlrcs additional information (other than refuse to accept).
O Accepted for review ‘1’ I/ 47

U Is substantially cqunvalent to marketed devices.

U NOT substantially equivalent to marketed devices,

LI Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Postmarket Surveillance? OYES ENOo
Is this device subject to the Tracking Regulation? OYES &NOo
Was clinical data necessary to support the review of this 510(k)? CYES O
s this a prescription device? HAYES ONo
Was this 510(k) reviewed by a Third Party? : - OYES B8R0

This 510(k) contains ‘
Truthful and Accurate Statement ORequested IZ{rxclosed
m};equlrggf,gr - orl g_mvmals received 3-14-95 and after)
51€(k) summary OR OA 510(k) statement -
00 The required certification and summary for class III devices

The indication for use form (;equired for originals received 1-1-96 and after)

I S T PRI e e a . “vl vy LS IR A 1 - QYN
TS SUIMEIGT Tagasis voder 21 CER o s LaGasn ""‘"7"" f)! Z" \

0} Ne Confidenti ¥ 9 Coafidentiality for 90 days S Continued Confidentiality exceeding 99 days

Fredicate Producd Fodd with panel and flass: A Additiona! Product Cade(s) with panel (optionai):
S, ‘/{JG?[/ %U Q

ENTIR 11419

(Brans a(if)\ TR (Branch Code) (Dath)

Final Review:

4]

(Dwnsxo}u Director
Revised: | GR@&ons? Contact FDA/CDRH/OCE/DID at CDRH- -FOISTATUS@fda.hhs. gov(é)raésq -796-8118
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51019 “SUBSTANTIAL EQUIVALENCE 2

DECISION-MAKING PROCESS (DETAXLED)
r formel
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df: (x Doclding, May “Not Subet
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<€~ Dorlgn, Matertals, ele.y Affodt Safcty —— WN«m«.cs.:dy«Xf‘
Yes oc Effectivenens? Eflocty. e [
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Peet [«;‘m; ance Yes
Requlced .
Peclocmance
Data
| () e
- Performance Data Dcmoﬂs(n(cY @ b H
<o > - O— o ot
Equfvalence? cs o — ~— v !’ctfommocD‘chuodmug ._J
I No s Equivalenoe?
. ! No
o @ 'S«b@({;l;dnﬂy Equlvaiont”
ermlaatian To m

»
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0ACC naw s .
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DRAERD REVIEWER RECORD FOR ORIGINAL 510())S,
AND PMA AND IDE SUPPLEMENTS

Document No. !d 4 7 010 r/ Reviewer M/’L@%\ %}'@Pam Assigned 7/4 / Z;/ Vi

CONSULTING REVIEWS DESIGNATED, AS APPROPRIATE, BY BRANCH CHIEF AND LEAD
REVIEWER, AT THE BEGINNING OF THE REVIEW:

SPECIALTY REVIEW NEEDED? REVIEWER DATES
YES  NO SENT RETURNED

CLINICAL

ENGINEERING/
PHYSICS

CHEMISTRY/
BIOMATERIALS

SOFTWARE i

BIOLOGICAL/
STERILITY

TOXICOLOGY/
BIOCOMPATIBILITY

STATISTICS

I

OTHER N

COMMENTS:

\ﬂw_ mﬂmm VWWJ"(I DERAD %w vl f/#“ﬂ‘f”‘f7)

pNCet e /;,A; zand C / ;l ) 414 \
v . . / ﬂA*’"'AA‘X.I.’.v— e i)
’\1‘ M %G“ZZ{&M/;\_J"“ Lzl — Ut M,rﬁw -

!
’ ALAN 21} £V T— /
"REVISED 1/2/96 LMS
ON LAN AS REVREC.ERM | | = ,@

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FOR REVIEWER'S USE ONLY
RRG 9/24/93 DRAERD Premarket Notification 510(k)
Rev. 5/8/95 SUPPLEMENTAL Screening Checklist

DRAERD has been given the go ahead to continue with the DRAERD Premarket
Notification 510(k) Screening Checklist program rather than switching to the ODE
Premarket Notification (510(k)) Checklist for Acceptance Decision. However, some items
appear in the ODE Checklist that were not in the early version of the DRAERD ChecKklist
or Explanation of the Checklist. Therefore, the following items should be included as part
of the DRAERD screening process:

510(k) Number: €470 (07 TIER (Circle) 1Ty I

Expedited Review Requested: X@"\Q@’ﬁted: Y/N OR, FDA Identified Expedited: Y/N
ITEM | Yes No
1. Is fhe product a device? <
2. Is the device exempt from 510(k) by regulation or policy? - v

3. Are you aware that this device has been the subiect of a
previous NSE decision? 1o
If yes, does this new 510(k) address the NSE Issue(s) .
(e.g., performance data)? - ‘ =
4. Are you aware of the submitter being the subject of an
integrity investigation? —
If yes, consult the ODE Integrity Officer, and has the ODE
Integrity Officer given permission to proceed with the review? i
~

S. Is there a specific guidance document for this device or device issue(s)? _
6. Is this a file that was determined to be substantially equivalent (SE) by ODE,
but placed on hold due to GMP violations and deleted after 12 months on hold? |
If yes, a new review by ODE is not required, please forward to POS. _
In addition, the following item is going to be required as part of a revision to the 510(k)
regulation. However, it is not required now, but the Explanation of the DRAERD
Screening Checklist has been modified to include this information. '

7. Address of manufacturing facility/facilities, and if applicable,
sterilization site(s).

-
Administrative Reviewer Signature: JZ; 24 ,,A Date: z {( /QZ ﬁ;\

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

A. ASS0C. DIRECTOR QC OVERVIEW: MEDICAL QC OF SUBMISSION IS NECESSARY?

YES NO INITIALS/Date

B. IF YES IS NOTED ABOVE, MEDICAL OFFICER QC OVERVIEW:

L. Examination of the specialtjﬁ;evicws indicate there are remaining clinical issues
that should be addressed (See attached sheet for summary).

INITIALS/Date
2, In my opinion, all pertinent clinical issues have been adequately addressed.
FINAL SIGNOFF: MEDICAL OFFICER/DATE
FINAL SIGNOFF: ASSOC. DIRECTOR/DATE

REVISED: 1/2/96 LMS
LOCATED ON LAN AS REVREC.FRM

. T

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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*SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Document # K970107

Company Name: UroHealth
3050 Redhill Avenue
Costa Mesa, CA 92626
(714)708-7748
FAX (714)708-7795

Contact Person: Ronald Bergeson
Corporate Director, Regulatory Affairs

Device Name: Intubation Endoscope and Introducer Sheath

CLASSIFICATION NAME: Bronchogcope and accessories
COMMON NAME : Bronchoscope, rigid or flexible

PRODUCT TO WHICH COMPARED: (510(k) NUMBER IF KNOWN)
SteBar Instrument Corp, Schroeder Oral/Nasal Stylette
Vision Sciences, EndoSheath - K961591

American Optical, Flexible Bronchoscope FBS-1 - K811181
Karl Storz, Intubation Fiberscope - K961178

INTENDED USE STATEMENT:

The Intubation Endoscope is intended to provide visualization in

the trachea and lungs during fiberoptically assisted intubation
and airway management.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES NO
1. IS PRODUCT A DEVICE? X - IF NO STOP
2. DEVICE SUBJECT TO 510(k)? X - IF NO STOP
3. SAME INDICATION STATEMENT? X - IF YES GO
TO 5
4. DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY OR
EFFECTIVENESS? - IF YES STOP
~ NE
5. SAME TECHNOLOGICAL CHARACTERISTICS? - IF YES
X - GO TO 7
6. COULD THE NEW CHARACTERISTICS AFFECT
SAFETY OR EFFECTIVENESS? - IF YES GO
- TO 8
7. DESCRIPTIVE CHARACTERISTICS PRECISE - IF NO GO
ENOQUGH? X - TO 10

- IF YES STOP
8. NEW TYPES OF SAFETY OR EFFECTIVENESS

QUESTIONS? - IF YES STOP
- NE
9. ACCEPTED SCIENTIFIC METHODS EXIST? - IF NO STOP
- NE
10. PERFORMANCE DATA AVAILABLE? X - IF NO

REQUEST DATA
11. DATA DEMONSTRATE EQUIVALENCE?

Submission Provides

Comparative Specifications: ves
Comparative Lab Data: no
Summary of Animal Testing: no
Summary of Clinical Testing: no
510(K) Statement: no
510 (K) Summary: ve

Y

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

Life-Supporting or Life-Sustaining: no
Is it an Implant? no
Software Driven: no
Level of Concern
Certification
Sterility: (single use sheath) ves
Single Use:
Disposable sheath ves
Bronchoscope no
Home or prescription use: ves
Drug or Biologic product: no
Device a kit: no

Provide a statement of how the device is either sgimilar to and/or
different from other marketed devices, plus data (if necessary)
to support the statement. Provide a summary about the device

design, materials, physical propertieg and toxicology profile if
important.

A. Device Description:

The Intubation Endoscope and Introducer Sheath system is
comprised of two main components; a fiberoptic endoscope and an
introducer sheath. The endoscope is inserted into the sheath and
consists of a focusing ocular lens, a distal objective lens,

optical and light fibers and a connection for a fiber optic light
cable.

The introducer sheath consists of two channels, one for
insufflation of oxygen and fluids, and one for scope insertion.
The introducer sheath also has a mechanism to deflect the distal
tip. The distal tip also contains a window through which the
endoscope views the trachea and lungs. There are two models of
introducer sheath; one that is malleable which contains a
stainless steel wire to maintain the shape that is contoured by
the physician for the patient’s anatomy and, one that is
nonmalleable which still contains a stainless steel wire but the
wire is not malleable.

B. Device Materials and Toxicity

The sponsor states that there are no patient contacting
components in the fiberoptic scope.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The patient contacting components in the introducer sheath are:

SpecMcal

1. Bonding material

!. Distal tip -

Pull tube -
Handle housingd
Female leur -
Distal window -
Lumen body tubing -
Malleable wire -
Scope tubing -
0. Thumb lever -

HOWoo~ITO0U W

The sponsor states that biocompatibility testing will be
conducted on both component level and finished devices (sterile,
if applicable). This testing will include but is not limited to
cytoxicity, sensitization and irritation. This device is
considered body contact surface of mucosal membranes for a
limited contact duration (less than 24 hours). This testing is
in accordance with EN 30993 for medical devices.

C. Comparative Specifications

The sponsor includes a chart comparing the subject and predicate
devices in terms of: tip deflection; deflection method; overall
and working length; distal diameter; presence of an instrument or
flushing channel; presence of a malleable sheath and
biocompatibility.

No description of optics or image quality is presented or
compared. Overall diameter of the Insertion Sheath is not
presented or compared.

D. Physical Properties and Performance Testing

Physical properties are described in terms of materials of the
Introducer Sheath and the endoscope.

No testing of optical or image quality is presented.

No testing to demonstrate the microbial barrier properties of the
sheath materials is presented.

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



Records processed under FOIA Request 2014-3186; Released 11/4/14

K970107, page 5.

E. Clinical Testing

No clinical testing is presented.

F. Sterilization

The sponsor states that both Gamma and ETO sterilization may be
utilized. They further stated that validation will be
accomplished per ANSI/AAMI/ISO guidelines for medical products.

An overkill approach will be completed with a sterility assurance
level (SA) of 107°.

The sterile single use package will be a Tyvek to PET/LDPE
laminated pouch sealed by conventional methods.

G. Device Labeling

Proposed package labeling for the Malleable Introducer Sheath,
(single unit and ten unit package); Nonmalleable Introducer
Sheath (single unit and ten unit package); and Intubation
Endoscope are included. The package labels (except Intubation
Endoscope) include the statements that the devices are for single
patient use, are sterile and provide the caution that the devices
are restricted to sale by the order of a physician.

Also provided is sample instructions for use. These instructions
do not provide any information for reprocessing of the Intubation
Endoscope, the reusable portion of the device.

H. 510(K) Summary or Statement

A 510(k) Summary is provided.

SUMMARY :

This device consists of a reusable fiberoptic endoscope called
the Intubation Endoscope and a sterile, disposable Introducer
Sheath (malleable and nonmalleable).

The Intubation Endoscope is inserted into the Introducer Sheath
and congists of a focusing ocular lens, a distal objective lens,
optical and light fibers and a connection for a fiber optic light

cable. A video system may be connected to the optical coupler or
direct visualization may be performed.

;.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Introducer Sheath consists of two channels, one for
insufflation of oxygen and fluids, and one for scope insertion.
The Introducer Sheath also has a mechanism to deflect the distal
tip. The distal tip contains a window through which the
endoscope views the trachea and lungs. There are two models of
Introducer Sheath; one that is malleable which contains a
stainless steel wire to maintain the shape that is contoured by
the physician for the patient’s anatomy and, one that is
nonmalleable which still contains a stainless steel wire but the
wire is not malleable.

Although it is not explicitly stated, the labeling suggests that
use of the sheath system will prevent penetration of body fluids
and microorganisms on to the Intubation Endoscope. The sponsoxr

states “...the malleable sheath will be tested to ensure the
sterile barrier is maintained during the entire procedure under
normal usage conditions.” The instructions direct the user to

discard the disposable Introducer Sheath system and to store the

Intubation Endoscope without any cleaning or diginfection after
use.

It has been the policy of the Ear, Nose and Throat Branch that
manufacturers of ENT endoscope sheaths claiming protective
barrier properties must support this claim with laboratory data
demonstrating the device to be impermeable to penetration by
microorganisms. In addition, reprocessing of the endoscope after
removal of the used sheath must be recommended and described in
the user’s information material. If the sponsor sufficiently
demonstrates protective barrier properties of the finished
device, a cleaning procedure followed by an intermediate
disinfection step is sufficient. If the sponsor does not

demonstrate protective barrier properties of the finished device,
a cleaning procedure followed by high level disinfection is i
required.

The sponsor will be referred to the CDRH Guidance for the Content
of Premarket Notification for Disposable, Sterile, Ear, Nosgse and
Throat Endoscope Sheaths with Protective Barrier Claims for
additional information on testing of sheaths as barriers to
microorganisms and for reprocessing instructions.

The sponsor does not provide complete information regarding
technical and optical qualities of Intubation Endoscope. The
sponsor is asked to provide additional description of the
system, such as: field of view, direction of observation, range
of focus, diameter of the insertion tube, articulation, and
optical characteristicsg.

This reviewer is unable to make a determination of substantial
equivalence based on the information provided by the sponsor,
therefore, additional information is requested.

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

.
The sponsor will be asked to provide the following in an
additional information letter.

1. Appendix H in the submission, states “Functional performance
testing of the sheath will be performed to verify maintenance of
the sterile barrier under normal usage conditions.” This and
other statements throughout the submission suggest that the

sheath will perform as a barrier to microorganisms and body
fluids.

It has been the policy of the Ear, Nose and Throat Devices Branch
to require manufacturers of ENT endoscope sheaths claiming
protective barrier properties to support such claims with
laboratory test data demonstrating the device to be impermeable
to penetration by fluids and microorganisms. Appropriate
microbial barrier testing should be completed and submitted to
FDA. The sponsor is referred to the Guidance for the Content of
Premarket Notifications for Disposable, Sterile, Ear, Nose and
throat endoscope Sheaths with Protective Barrier Claims.

2. It is implied that the barrier properties of the sheath will
negate the need to clean or disinfect the Intubation Fiberscope
after use. Although the endoscope is completely enclosed in the
sheath there are multiple opportunities for break in asepsis or
cross contamination. There should be a cleaning instruction for
reprocessing of the endoscope portion after each use. The
sponsor is referred to the Guidance for the Content of Premarket
Notifications for Disposable, Sterile, Ear, Nose and Throat
Endoscope Sheaths with Protective Barrier Claims. The sponsor is
asked to provide sample labeling.

3. Complete technical and optical quality information for the
Intubation Endoscope is not provided. The sponsor is asked to
provide additional description of the system, such as: diameter
of the Introducer Sheath at its widest point; optical
characteristics such as field of view, depth of view, distortion,

light transmission and image quality. Sample labeling should be
provided.

4. It is unclear whether fiberoptic endoscopes made by other
manufacturers would be compatible with the Introducer Sheath or
if only the Intubation Endoscope can be used. If other
endoscopes can be used they should be listed in the user’s
instructions. If only the Intubation Endoscope is compatible,
that should be stated. Will use of other endoscopes damage the
Introducer Sheath? If so, a caution should be included to warn
the user against trying to use other endoscopes with the system.
Sample labeling should be provided.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K970107, page 8.

CFR# 874.4680
Product Code 77-EQQ
CLASS II

/ST

Karen H. Baker RN, MSN

7e,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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RRG/LLD 1/6/93 DRAERD Premarket Notification 5S10(k)
Rev. 2/6/96 Screening Checklist

510(k) Number & Device Name l/ q 70 (0] M{%)Lﬂ } St o
P / e I;La/y# K/Zziﬂe:
Company Moo gtk

4

ITEM _ PRESENT NEEDED
Yes No  (¥X/N/?)

1. General information ( i.e., trade & classification name,
Est. Reg. No., device class, meets special
controls or a performance standards, etc.)
Reason for 510(k) - new device or. modification
Identification of legally marketed. equivalent device
Truthful and accurate statement -
SMDA 510(k) summary or statement

INININ TGN

2. Proposed Labeling, Labels, Advertisements
Description of new device/modification
Intended use statement
Diagrams, Engineering Drawmgs, Photographs
Indication for Use Statement- - - - -

3. Comparison of similarities/differences to named
legally marketed equivalent device
Equivalent Device Labeling, Labels, Advertising
Intended use of equivalent device

IR AN

4. List of all patient contacting materials in new device
Comparison of materials to equivalent device

I\

5. Biocompatibility information/data for patienf
contacting materials, OR
Certification - identigal material/formulation

6. Performance data: Bench data __/
Animal data _*_/
Clinical data K
7. Sterilization information R
8. Software validation-& verification. -- ___/
i
w”

9. If Class I, Class III Certification & Summary
10. If kit, kit certification

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

From: Emil Wang ODE/DCRND/ADDG Date: March 26, 1997
To: K970107

Subject: UROHEALTH Intubation Endoscope and Introducer Sheath

Sponsor: UROHEALTH Systems, Inc.

This 510(k) Notification was originally classified by the sponsor under the following device classification; 874.4680,
Bronchoscope (flexible or rigid) and accessories. However, this submission was routed to DCRND/ADDG under the
following classifications:  868.5530 (Flexible laryngoscope) and 868.5540 (Rigid laryngoscope).  In my review of
this 510(k) Notification, I compared this device’s intended use and device characteristics to the claimed predicate
devices (Appendix I). [have enclosed IMAGE copies of K961591 & K961178.  The claimed predicate devices were
all reviewed and cleared under the classification for 874.4680. In addition, the subject device’s characteristics are not
consistent with those laryngoscopes reviewed by DCRND/ADDG. Therefore, I recommend that this file should be re-
routed to the ENT panel under the classification for Bronchoscope and accessories, 874.4680.

.

Emil Wang
Biomedical Engineer

% W, /s
—== |\

L

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

Food and Drug Administration
Center for Devices and
Radiological Health

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

February 18, 1997 Rockville, Maryland 20850
UROHEALTH SYSTEMS INC. 510(k) Number: K970107
3050 REDHILL AVE. Product: INTUBATION
COSTA MESA, CA 92626 ENDOSCOPE AND
ATTN: RONALD H. BERGESON INTRODUCER
: SHEATH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (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. Because of equipment and
personnel limitations we cannot accept telefaxed material as part
of your official premarket notification submission, unless
specifically requested of you by an FDA official.

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

date you may want to check with FDA to determine the status of your
submission.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301l) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

0>

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

February 17,1997

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, Maryland 20850

Re: 510(k) Premarket Notification K970107
UROHEALTH Systems, Inc.
Intubation Endcscope and Intreducer Sheath
“INDICATION FOR USE” Form

Dear Sir or Madam:

Thank you for notifying us of the need to provide FDA with an “Indication for
Use” form with this, and all premarket notifications. In follow up to your
request, dated January 14, 1997, enclosed is a copy of the completed

“Indication for Use” form. This form will be included in all future premarket
notifications.

Should you have any questions pertaining to this form, or the premarket
notification please contact me at (714) 708-7748, extension 248.

Sincerely,

/M/{ /@/qjs,,\/

Ronald H. Bergeson
Corporate Director, Regulatory Affairs
UROHEALTH Systems, Inc.

Oy

Qi
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Page 1 of 1

510 (k) Number (if known):  K970107

Device Name: Intubation Endoscope and Introducer Sheath

Indications for Use:

The Intubation Endoscope is used for direct visualization in the trachea and
lungs during fiberoptically assisted intubation and airway management.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use
(Per 21 CFR 801.1091

(Optional Format 1-2-96)

75
vs019704 d

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

Food and Drug Administration
Center for Devices and
Radiological Health

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

January 30, 1997 Rockville, Maryland 20850
UROHEALTH SYSTEMS INC. 510(k) Number: K970107
3050 REDHILL AVE. Product: INTUBATION
COSTA MESA, CA 92626 ENDOSCOPE AND
ATTN: RONALD H. BERGESON INTRODUCER
SHEATH

We are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510(k)
number and be sent in duplicate to the Document Mail Center (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. Because of equipment
and personnel limitations, we cannot accept telefax material as part
of your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested informatiom, or a request for an extension
of time, is not received, we will discontinue review of your submission
and proceed to delete your file from our review system. Pursuant to

21 CFR 20.29, a copy of your 510(k) submission will remain in the Office
of Device Evaluation. If you then wish to resubmit this 510(k)
notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health

(o

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

January 10, 1997

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Bivd.

Rockville, MD 20850

Re:  510(k) Premarket Notification
UROHEALTH Systems, Inc.
Intubation Endoscope and Introducer Sheath

Dear Sir or Madam:

In accordance with Section 510(k) of the Food, Drug and Cosmetic Act,
UROHEALTH Systems, Inc. (hereafter UROHEALTH) submits in duplicate this
premarket notification for the UROHEALTH Systems, Inc. Intubation Endoscope
and Introducer Sheath .

A Summary of Safety and Effectiveness is provided within this submission. The
Premarket Submission Cover Sheet and the DRAERD Screening Checklist are
also provided for the Reviewer’s convenience.

UROHEALTH will not begin marketing this device until we have received a letter
from the Food and Drug Administration clearing this device for sale and
marketing.

Sincerely,

onald H. Bergeson

Corporate Director, Regulatory Affairs
UROHEALTH Systems, Inc.

vl
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PREMARKET NOTIFICATION
510(k)

Device Name: Intubation Endoscope and Introducer Sheath
(Name to be changed)

Common Name: Bronchoscope, Trachea and Lungs
Classification Name: Bronchoscope, Flexible or Rigid
Panel: Ear, Nose and Throat
Establishment Registration 2082063 v
Number: UROHEALTH Systems Inc. 7439
Costa Mesa, CA b & AV Wi
b . K kﬁ: Y e
o~ R
Device Classification: Class II(/}/” Q o
874.4680 ' b
% b
Action taken to register to No standards for this device have been

comply with the requirements of promulgated under section 514 of the Act. {3} A
the Act under Section 514 for v \‘ e
performance standards: *12* ‘

Product Description

The Intubation Endoscope and Introducer Sheath is comprised of two main
components; a fiberscope and an introducer sheath. The fiberscope is inserted
into the introducer sheath and consists of a focusing ocular lens, a distal

objective lens, optical and light fibers, and a connection for a fiber optic light
cable.

The introducer sheath consists of two channels; one for insufflation of oxygen
and fluids, and one for scope insertion. The introducer sheath also has a
mechanism to deflect the distal tip. The distal tip also contains a window through
which the fiberscope views the trachea and lungs. There are two models of
introducer sheath; one that is malleable which contains a stainless steel wire to
maintain the shape that is contoured by the physician for the patient’s anatomy;
‘and;-one that is nonmalleable which still contains a stainless steel wire but the

I

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

PREMARKET SUBMISSION COVERSHEET

{D]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or ﬂ-(@@iﬂjéﬁ 7
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Date of Submission: FDA Document Number:;

ﬂ 510(k) 3 1oe 1 PmA {0 PMA Supplement - Regular
] 510(k) Add'l information ] 1DE Amendment ] PMA Amendment ] PMA Supplement - Special

{7 1DE Supplement ] PMA Report {1 PMA Supplement - 30 day

(] \DE Report ] PMA Supplement - Panel Track

m New device

{1 Additional or expanded {C] change in technology, design, materiais,
indications,

or manufacturing process
{1 other reason (specify):

[] New device 3 change in design, component, ] Location change:
] withdrawal or specification: O Manufacturer
[ Additional or expanded indications {3 software [ Sterilizer
{7 Licensing agreement ] Color Additive ] Packager
(] Other (specify below) [} Oistributor
O Labeling change:
O Indications ] Process change: 1 Report submission:
] Instructions O Manufacturer [0 Annual or periodic
] Performance Characteristics O sterlizer [[] Post-approval study
J shelt tite O Packager O Adverse reaction
] Trade name ] Device defect
J Other (specify below) ] Response to FDA correspondence (specify below) [} Amendment
[ Response for applicant hold
{7 change in ownership ] Response for removal of applicant hold
[C] Change in comespondent {71 Response for extension

] Response for remove or add manufacturing site

1 [T] New device O change in: [ Response to FDA letter conceming:
[ Addition of institution 7] Comespondent {7 Conditional approval
[ Expansion / extension of study [J Design [[] Deemed approval
(] IRB certification [ informed consent [J Deficient final report
1] Request hearing ] Manufacturer [] Deficient progress report
] Request waiver {7 Manutacturing [ Deficient investigator report
O Termination of study [ Protocol—feasibility {7 Disapproval
(T} withdrawal of application ] Protacol—ather ] Request extension of ime
{71 Unantcipated adverse etfect O sponsor to respond to FDA
[[] Request meeting
(] Emergency use: [T] Report submission:
[J Notification of O Currentinvestigator [J IOL submissions only:
emergency use [J Annual progress (] Change in 10L style d
] Additional information ] site waiver limit reached w@
[ Final ‘

7] Request for pmtocol}
Othefi easRsHeReeihtact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov o@;%gﬂ! 3“8{ o
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FOA Document Number:

Product Code: C.FR. Section: Device class:
Teoa TY. 4,80 [ Class! I Class 1
Classification panel:

O ciass It 7 Unclassified
EaAaR , MNogE AND Tereo A7

Product codes of devices to which substantial equivalence is claimed Summary of, or statement conceming,
safely and eflectiveness data:

' 11D G 27158 3 4 [ 510(x) summary attached

5 8 7 8 O s510(k) statement

Information on devices to which substantal eqi:ivalenca is claimed:

501(k) Number Trade or proprietary or model name

Manufacturer
| ONKnowh | ScHReEDIR  ORAL [NASAL Styvetr |1 SteBar Tiysr CoRP
2 K96:59) [2 ENDo SHEATH 2 U (sionw Sclemsces
3 KRl |3 FLex(BLe B RoNCHD SLRPE 3 AMERICAN (pyCAac
[4 Kael178 |4 TOuTuBATION B RERSCOPE 4 KagplL Smnez
i 5 5 5
§ 6 8

Common or unusual name or classification name:

%RDNCMsLQ?E , TEACHEA AND Lu NeS

Trade or proprietary or model name Model Number
| TNTUBATION ENDOSLOPE Awp LaArTRODUER |1 N/A
2 S HeATH 2
3 3
4 4
) 5 5
6 6
FDA document numbers of all prior related submissions (regardless of outcome):

P Kemsl 12 K36 T8 3 K9 lew2d |4 KGees16 |5 K ti1s |6
r 7 8 9 10 11 12
Data included in submission: 7] Laboratory testing 1 Animal trials {0 Human trals

Indications (from labeling):

D IREcT VISUALIZAT/ON [~ THe TRACHESL A ND

Luwes Duerwe  FiLrERD FTIALLY A-ssts TED

T ,aTuRATION AmD A'ze.wm/ MADA & MENT.
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FDA Document Number:

tion number: | ] Manfacturer X Contract sterilizer

[ Contract manufacturer ] Repackager/ relabeler

LB Mantacturer X Contract sterilizer
(O Contract manufacturer [0 Repackager/ relabeler

[ Original FDA establishment registration number: | [[] Manfacturer [0 Contract sterilizer
0 Aad [ Delete [0 Contract manutacturer 1 Repackager/ relabeler
Company / Institution name: \
Division name (if applicable): t Phone number (include area code): ‘
|
i ( )
Street address: | FAX number (include area code):
) |
City: ' State / Province: Country: ZIP / Postal Code:
|
l !
Contact name:
Contact title: O
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FDA Document Number:

Company / Institution name:

FDA establishment registration number:
U ROHEALTH Sygn_—ﬂg) Tac 208 21063

Phone number (include area code):

Division name (if applicable):

(1Y) T08-1748
Street address: FAX number (include area code):
2050 Wep i Avue (719) 708 - 717795
City: State / Province: | Country: ZIP / Postal Code:
Cosmn-Mesa | Ca | 92 626

T K ied N [ Sepsa

Name: V)
’R O AL D {Jr B ERCESo

Title

" DipecRr oF ?e_@uu-ﬁ:(z

L2003

| Company / Institution name:

Division name (if applicable):

Phone number (include area code):
{ )
Street address: FAX number (include area code):
( )
City: State / Province: Country: ZIP { Postal Code:
Signature:

Contact name:

Contact title:

- |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov ot 301_7@@@ ( M} rf}a
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APPENDIX B

SCREENING CHECKLIST

0%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79@@@‘0 O {;}
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Based on:

RRG/LLD 1/6/93
Rev. 3/14/95

510(k) Number and Device Name:

Intubation Endoscope and Introducer Sheath , K

Company: UROHEALTH Systems, Inc.

ITEM

1. General Information (i.e., trade & classification
name, Est. Reg. No., device class, meets special
controls or a performance standard, etc.)

Reason for 510(k) - NEW DEVICE
Identification of legally marketed device
Truthful and accurate statement

2. Proposed labels, labeling

10.

11.

Description of new device

Intended use statement

Diagrams, Engr. Dwgs, Photographs
Comparison table and discussion

List of all patient contacting materials

Biocompatibility information for patient
contacting materials.

Performance Data: Bench
Animal
Clinical

Sterilization information

Software validation & verification

Summary of Safety and Effectiveness or
Statement

If Class lll, Class lll Certification & Summary

If kit, kit certification

DRAERD Premarket Notification 510(k)
Screening Checklist

S
FOREIT T AT

v
7

NEEDED
(YIN?)

>
N~

A

|0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301--@1@ O O ?
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APPENDIX C

PROPOSED LABELS

Draft copies of the package labels and the “Instructions for Use” follow this Tab.

No final promotional materials have been developed; however, a sample of
proposed advertising copy is also presented in this section.

0%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7@@100 O 8
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APPENDIX C-1

PROPOSED LABELING FOR

INTUBATION ENDOSCOPE
MALLEABLE INTRODUCER SHEATH
SINGLE UNIT PACKAGE

Intubation Endoscope Malleable Introducer Sheath
Sterile

Quantity One

Single Patient Use

For use with the Intubation Flexible Endoscope
Order Number NAV-101-1M

Part Number XXXX

Manufactured by UROHEALTH Systems Inc.

3050 Redhill Ave., Costa Mesa, CA 92626
CAUTION: Federal (USA) law restricts this device to sale by or on the order of a
physician.

107

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7@8@8@ O 0 ‘m;
. 7
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APPENDIX C-2

PROPOSED LABELING FOR

INTUBATION ENDOSCOPE
NONMALLEABLE INTRODUCER SHEATH
SINGLE UNIT PACKAGE

Intubation Endoscope Nonmalleable Introducer Sheath
Sterile

Quantity One

Single Patient Use

For use with the Intubation Flexible Endoscope

Order Number NAV-101-1F

Part Number XXXX

Manufactured by UROHEALTH Systems Inc.

3050 Redhill Ave., Costa Mesa, CA 92626

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

\U

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79Q@ O O l {3
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APPENDIX C-3

PROPOSED LABELING FOR

INTUBATION ENDOSCOPE
MALLEABLE INTRODUCER SHEATH
TEN UNIT PACKAGE

Intubation Endoscope Malleable Introducer Sheath
Sterile

Quantity Ten

Single Patient Use

For use with the Intubation Flexible Endoscope
Order Number NAV-101-10M

Part Number XXXX

Manufactured by UROHEALTH Systems Inc.
3050 Redhill Ave., Costa Mesa, CA 92626

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

N

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-@6@ Q (.:f -2.
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APPENDIX C-4

PROPOSED LABELING FOR
INTUBATION ENDOSCOPE
NONMALLEABLE INTRODUCER SHEATH
'EN_UNIT PACKAGE

Intubation Endoscope Nonmalleable Introducer Sheath
Sterile

Quantity Ten

Single Patient Use

For use with the Intubation Flexible Endoscope

Order Number NAV-101-10F

Part Number XXXX

Manufactured by UROHEALTH Systems Inc.

3050 Redhill Ave., Costa Mesa, CA 92626

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or @1@@@ _L {oen
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APPENDIX C-5

PROPOSED LABELING FOR

INTUBATION ENDOSCOPE PACKAGE LABEL

Intubation Flexible Endoscope

Quantity One

Order Number NAV-100

Part Number XXXX

Manufactured by UROHEALTH Systems Inc.

3050 Redhill Ave., Costa Mesa, CA 92626

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

W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or @-@6@6 1 3
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APPENDIX D

PROPOSED INSTRUCTIONS FOR USE FOLLOW THIS PAGE

T,

1\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-@6@ ﬁﬂ 1 Z[_
Wy & £ L
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INSTRUCTIONS FOR USE

MALLEABLE (OR NONMALLEABLE) INTUBATION ENDOSCOPE AND
INTRODUCER SHEATH

INDICATIONS FOR USE

The Intubation Endoscope is used for direct visualization in the trachea and lungs during
fiberoptically assisted intubation and airway management.

PRIOR TO USE

In addition to thoroughly reading this manual, also refer to the instruction manuals
supplied with your light source, accessories and other ancillary equipment.

1. PREPARATION AND INSPECTION OF EQUIPMENT

Refer also to the instruction manuals supplied with your light source, accessories
and other ancillary equipment.

1-1  PREPARATION OF THE INTUBATION ENDOSCOPE

a. Carefully remove the Intubation Endoscope from the shipping and storage
container.

Do not discard this container. It will be used for storing the Intubation
Endoscope when not in use.

b. Insert the optical connector of the Intubation Endoscope into the optical
coupler.

C. Plug your fiberoptic light cable into the light cable adapter on the
fiberscope.

d. Connect the fiberoptic light cable into the output socket of your light

source and turn the light source on.
€. If using a video system turn on your video camera, monitor and any

ancillary recording equipment and connect the video camera to the
Intubation Endoscope Optical Coupler.

o
0000 I%P

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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f. Inspect the optical system
e Turn the diopter adjustment ring until the fiber pattern is clearly
focused.

e Check to see if an object, approximately 30 mm away from the
window, can be visualized clearly.

1-2 PREPARATION OF THE INTRODUCER SHEATH

NOTE: The Intubation (Malleable or Nonmalleable) Introducer Sheath is
supplied sterile. Use appropriate aseptic technique to maintain
sterility of the device prior to use.

a. Using aseptic technique remove the sterile Intubation Introducer Sheath
from its packaging.

b. Inspect the surface of the sheath visually for any debris, bulges, or other
irregularities.
c. Run your finger tips over the whole length of the insertion tube checking

for any protruding objects, internal looseness, or other irregularities.

d. Make sure that the bending section bends smoothly and correctly
(Malleable model only) for the patient’s anatomy. Simultaneously inspect
the outer surface of the bending section visually for any irregularity.

e. Inspect the infusion port by injecting a small amount of sterile water and

verify that water is emitted from the end of the sheath.

2. OPERATING THE INTUBATION ENDOSCOPE AND INTRODUCER
SHEATH SYSTEM

This section describes the basic operation of the Intubation Endoscope and
Introducer Sheath, and outlines a general procedure for endoscopy. The
endoscopist should study the clinical factors involved in each procedure and
decide on the technical details of the procedure for themselves.

2-1  Insert the non-sterile Intubation Endoscope into the sterile Intubation
Sheath.

2-2  Verify that the Sheath and Endoscope are securely connected.

2-3  Make sure that the bending section bends smoothly and correctly for the
patient’s anatomy (Malleable model only).

i

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301Q€Q1@ O 'L &
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2-4  USE WITH AN ENDOTRACHEAL TUBE.

Extensive training and experience in the use of endotracheal tubes for
intubation is required before attempting use of the Intubation Endoscope.

a. Insert the Intubation Introducer Sheath and Endoscope assembly into a sterile
endotracheal tube such that the tip extends from the distal end of the
endotracheal tube. Avoid insertion through the Murphy’s eye as this will
make visualization and removal of the Endoscope difficult.

Note: Use of a water soluble or local anesthetic lubricant may be used to
facilitate Endoscope insertion and removal from the endotracheal tube.

b. The Malleable Intubation Introducer Sheath and endotracheal tube assembly
can be shaped to fit the contour of the anatomy. Shape the Intubation
Introducer Sheath by bending the endotracheal tube until the desired shape is
achieved.

Note: The Nonmalleable Introducer Sheath is used in the same manner
as the Malleable Introducer Sheath except that it can not be pre-shaped to
fit the contour of the anatomy.

c. The intubation process may be visualized as the endotracheal tube is
inserted.

d. The tip of the Intubation Introducer Sheath may be deflected to aid in
visualization and directing the endotracheal tube to its appropriate
location.

€. If anesthetic is required during the intubation process it may be delivered

through the injection port located on the Introducer sheath.

f. If visualization is difficult due to blood or mucus, injection of sterile water
through the injection port will help in flushing the optics.

g. At the end of the procedure remove the Intubation Endoscope and Sheath
assembly from the endotracheal tube by gently pulling on the Introducer
Sheath.

h. Disconnect the Introducer Sheath from the Endoscope and discard in an

appropriate container. ‘ 7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301@@’@@ j.,
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. . . L
1. The Endoscope may then be placed in its storage container for the next 7y U7
f 7
use. A

MAINTENANCE AND STORAGE.
3-1  Intubation Endoscope

a. If using a video system disconnect the Intubation Endoscope from the
video camera.

b. Place the Intubation Endoscope inside its storage container.
3-2  Introducer Sheath

The Introducer Sheath is a single patient use item and therefore requires no
special handling or storage requirements.

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

b

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-@@ ﬁ O 1 Q
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APPENDIX E

PRODUCT DRAWINGS
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APPENDIX F

PROPOSED ADVERTISING AND PROMOTIONAL COPY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7@80 O 2 2
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DRAFT ADVERTISING BROCHURE

Key Elements of Brochure

The Intubation Endoscope and Introducer Sheath for airway endoscopy
management system offers:

Outstanding fiberoptic image quality

Articulating tip enhances steerability for accurate placement
Malleable sheath adds flexibilfty for patient-specific anatomy
Single-use, disposable sheath obviates resterilization between cases

Modular design allows use under direct ocular vision or with video endoscopy
equipment

Self-contained, light weight system is mobile and easy to use

Cost effective airway visualization

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

oo
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APPENDIX G

COMPETITIVE MARKETING LITERATURE

In this Appendix are pieces of marketing literature, 510(k) Summaries of Safety
and Effectiveness, or portions of 510(k)'s for the following products:

APPENDIX PREDICATE DEVICE INFORMATION SUPPLIED
G-1 SteBar Instrument Corp. Marketing Literature
Schroeder Oral/Nasal Directional
Stylette™
G-2 Vision-Sciences EndoSheath® 510(k) Summary
G-3 American Optical Flexible 510(k), Applicable portions

Bronchoscope FBS-1

G-4 Karl Storz Intubation Fiberscope 510(k) Summary

b
J0Q0¢ -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7
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APPENDIX G-1

COMPETITIVE MARKETING LITERATURE

SteBar Instr. Corp.

Schroeder Oral/Nasal Stylette™

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30@ e@@ 2 5



“Schroeder
L Ol‘ al I N al
Stylette"

Provides absolute
confidence and control
by allowing the operator

the ability to guide and

direct the distal end of

the endotracheal tube
while intubati ng a

patient.
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Schroeder
Oral/Nasal
Directional
Stylette™

With the Schroeder Oral/Nasal Directional

Stylette™ crucial progress has been made. It

enables the Anesthesiologist greater control

over the tip movement and the ability to feel -

N2 and sense the move-
ment of the stylet
while intubating a pa-
tient. This means the
greatest possible safety
for the patient.

Using the Schroeder
4 Directional Stylette™,
4 the tip of the endo-
tracheal tube can be guided safely and pre-
cisely into the trachea upon first insertion.
This is possible due to a unique thumb but-
ton that provides the physician absolute con-
trol with one hand.

This pioneering solution further allows the
operator to accurately place a tube nasally
without the assistance of Magil forceps.

The Schroeder Oral/Nasal Direc-
tional Stylette™ is truly the future of

airway procurement and control.

SCHROEDER ORAL/NASAL DIRECTIONAL STYLETTE™

Product No. Description
Size 1 6570 Fits 6.5-7.0 mm ETT
Size 2 7580 Fits 7.5-8.0 mm ETT

Manufactured by SteBar instrument Corporation
Grand Rapids, Michigan
1.800.968.0208

U.S. Patent # 5283@@8tions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30@@8@@ C.

International Patents Pending

¢ & o o

“We have found the Schroeder Oral/Nasal Directional Stylette™ 1o
be an effective and economical aid to intubation of the normal as
teell as the difficult airway. Its ease of directional control by both

oral and nasal routes sets it apart from usual pre-formed intubation
stylettes,”

—Dr. J. Michael Watkins-Pitchford

FRCAnaes, DA, MB BS, LRCP, MRCS
Assistant Professor of Anesthesiology
School of Medicine, Yale University

“The stylet functioned perfectly and what appeared 10 be a very
difficult intubation suddenly became easy and very routine...I now
need another stylet because the Chief of Anesthesia stole the one I
had and has threatened to fire me if I took it back!”

— Richard D. McNary, MEd., CRNA, RRT
Clinical Specialist, Battleboro Memorial Hospital

@ It's a “DIRECTIONAL” stylet

L 4

Facilitates tube placement
upon the first insertion

Simple one-hand operation

Quick accurate intubation

Markedly reduced risk of injury

Suitable for oral and
nasal intubation

¥ Cost less than a
traditional “wire”
stylet

DISTRIBUTED BY:

"
,.\7
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APPENDIX G-2

COMPETITIVE MARKETING LITERATURE

VISION-SCIENCES

EndoSheath®

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301&@@0 2 8
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Summary of Safety and Effectiveness

Pursuant to 512(iX3)(A) of the Food, Drug and Cosmetic Act, Vision-Sciences is required to submit with
this Premarket Notification either an *...adequate summary of any information respecting safety and
effectiveness or state that information will be made available upon request of any person.” VSI chooses to
submit a summary of the safety and effectiveness information. The summary is as follows:

Trade Name: Endosheath® for use with the Vision-Sciences

Model E-F100 Nasopharyngoscope

Owner/Operator: Vision-Sciences, Inc.
6 Strathmore Rd.
Natick, MA 01760

Manufacturing Site: Endosheath:
Vision-Sciences, Inc.
6 Strathmore Rd.
Natick, MA 01760
Reg. # 1223490

Device Generic Name:  Nasopharyngoscope and accessories

Classification: According to Section 513 of the Federal Food, Drug, and
Cosmetic Act, the device classification is Class II,
Performance Standards (CFR 874.4760).

Predicate Devices:

EndoSheaths for use with the Machida Model ENT-4L, Olympus

Model ENF Type 3P, Pentax Model FNL-10S and Pentax Model FNL-13S endoscopes
(K921244, K925421, K933247)

Manufactured and Distributed by:
Vision-Sciences, Inc.

6 Strathmore Rd.

Natick, MA 01760

Product Description:
The VSI EndoSheath for use with the VSI Model E-

disposable, protective sheath which covers the patient
procedure. The sheath is removed and disposed of followi

F100 Nasopharyngoscope consists of a sterile,
contact portion of the scope during a clinical
ng each procedure.

Indications for Use:

The EndoSheath provides a sterile, disposable protective covering for the scope to be used during
endoscopic examination of the upper airway, vocal chords, and/or nasal passages.

=
e
]

\")
N

N
o

% 1 #2 ;."'-;
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30{-2? @
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Safety and Performance:

The following in vitro functional tests were performed on the proposed Endosheath for use with the VSI
Model E-F100 Nasopharyngoscope:

Functional and Burst Test
Scope Angulation (With and Without Sheath)
Scope OD (With and Without Sheath)

Sheath Longitudinal and Radial Strain when Loaded on Scope
Light Transmittance
Field of View

Scope Resolution (With and Without Sheath)

e ol e

The following biocompatibility data was presented in support of this Premarket Notification:

L. Irritation

2, Sensitization

3. Cytotoxicity

4, Acute Systemic Toxicity

5. Hemolysis

6. Implantation

Microbial barrier testing using live polio virus as well as the Phi X 174 bacteriophage was also presented in
support of the proposed label claims.

Conclusion:

Bmdm&ehdiuﬁomform,t%ohgicﬂ&au@uhﬁm,mdnfﬁyndp«hmm&sﬁng,m'

EndoSheath for use with the VSI Model E-F100 Nasopharyngoscope has been shown to be safe and
effective for its intended use.
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APPENDIX G-3

COMPETITIVE MARKETING LITERATURE

AMERICAN OPTICAL

Flexible Brochoscope
FBS-1

i)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3@7@-@1@ 5



. Mr, Albert P..Seprinski
Director of Quality Assurance

SILVER SPRING, MARYLAND 209 T

~ MAY 13 381
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and Regulatory Affairs

- American Optical Corporation ‘ Ref: .
-~ Scientific Instrument Division . ‘ eT! gs811181

Southbridge, Massachusetts 01550 ' Flexible'ntbncho;ébpén
L ' Model FBS-1 -
Dear Mr, Seprinski: . -

We have reviewed your Sectfon 510(k) notification of intent. to market the above
device and we have determined the device to be substantially equivalent to one
marketed in interstate commerce prior to May 28, 1976, the enactment dite of the
Medical Device Amendmer.ts of 1976, You may, therefore, market your devica subji
to the general controls provisions of the Federal Food, Drug, and Cosmetic Act
(Act) until such time as your device has been classified under Section 513. At
that time, if your device is classified into either Class II (Standards) or
Claess I11 (Premarket Approval), it would be subject to additional controls,

General controls presently include regulations on annual registration; 14sting
devices, good manufacturing practices, labeling, and the misbranding and adulte
ation provisions of the Act. In the near future, the scope of general controls

will be broadened to include additional regulations relating to restricted
devices, records and reports, and others. .. :

A1l regulations and information on meetings of the device classification panels
+heir recoxmendations, and the final decisions of the Food and Drug Adminfstrat
(EDA) will be published in the Federa) Regcister. We suggest you subscribe to ¢
publicztion so that you can convey your views to FDA {f you desire. Also, the
Zecerat Togister will notify you of any additional requirements subsequently

Tmoosac on your device. Subscriptions may be obtained from the Superintendent

o5 socuments, U.S. Government Printing Office, Washington, D,C, 20402, Such
dnfornsticn also may be reviewed in the 0ffice of the Hearing Clerk, FDA,

5600 Fishers Lane, Rockville, MD 20857.

“This letter should not be construed as approval of your device or {ts labeling

1f you desire advice on the status of labeling for your device or other =
information pertaining to your responsibilities under the Act, please contact

- the Bureau of Medical Devices, Division of Compliance Operations, 8757 Georgia
Avenue;’511ygr‘5pr1ng. MD 20910-, C e , T

G sincerely yours, L

R

Robett S. Kennedy, PH.D
-Associate Director ..o
;- for Device Evaluatis

of Medical Devices

00003 E\V
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(Attachments "'0'*, 'p", "Q") can perform ell of the functions
of a. Iaryngoscope, plus take blopsies of the resplratory S
e o tract.A A suction. by-pass control, separate from ‘the: blops
o port, permlts suction to'be Used while the btopsy“lnstrumeht
~Is placed ln the proper pos!tion for tissue sampllng,

B.  SUBSTANTIAL EQUIVALENCY

The American Optical Model FBS-1, Flexible Bronchoscope is
substantially equivalent to the Olympus BF Type B2 (Olympus -
Optical Co., Ltd., Tokyo, Japan) which has been In commercial
distribution within the United States at least two (2) years
prior to May 28, 1976 date of enactment (Attachment "R"; 2
pages). The‘following chart below provides comparison of
characteristlics between the American Optical and Dlympus

lnstruments.,
- CHARACTERISTIC . A0 OLYNPUS
'“iFIeld of view em7>,“. ) ,eiw 600 T8 ) .
i;fD!rectIon of observation o Forward  Forward S
:Tinange ‘of focus e fl‘v . 5mm -Oe 3-50mm -
: ~‘Diameter of Insertion tube 6.0mm : S 8mm
, viif'D!ameter of distal -end ‘_ l _ 6. omm 5.2mm
g B Articulatlon ot 71500 gp, -.130° up,
. o St 7 1200 down 1300 down
worktng Length’ - 600Wm . 605mm.

Suctlon channel;elemeter 2. 2.,0mm fﬁ;{f

2 0mm j
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‘Qre and Maintenace Reminders

The fiberscope Is a delicate optical instrument to be carefully handled at ali times,

- The image Is transmitted through thousands of fragile glass fibers.  These fibérs will

break under extreme flexing or bending and cause what appear to be minute black spots
in the eyeplece where the Image is viewed. Fiber breakage can be greatly reduced by -
proper handling. = , ' o _ \ , s

DO NOT BEND IN RADIUS OF LESS THAN 2",

Do not deflect the end tip when tip is in a restricted or confined area. Heavy pressu
can ‘‘snap' the fine gauge control wires. : V :
Do not Immerse the handle section Qlth eyeplece in liquids of any type.

Do not attempt'self-repalr. Repalir must be}done by authorized personne! only.

Preparation For Use

it i very important to become famiiiar with the flexible bronchoscope before using

It in a difficult case. We recommend practice on an intubstion model, find the
anatomical landmarks and become accustom to the view through the scope.

Connect the 1ight guide - the continuous 1ight guide is provided with fitting to

‘connect to various type light sources,‘d;owwa 4’4!-40’.(1;14«40» ")"")

iy _ ‘ , : ‘ ,
Eyeplece Focﬁslng - adjust the eyepiece to suit your own eyesight by rotating the
focusing ring clockwise or counterclockwise until the image is in best focus.

* Tip deflection - move the angle lever forward (toward tip) to brlng the tip wp and;“

back (toward eyepiece) to bring the tip down. The handle can be rotated while the
tip Is deflected to view to the right or left. S

~ Articulation Lock - to lock the distal end in any desired deflected angle push the

~ locking lever forward. R

f;¢5'5uctlonuf'éonﬁect a suction tube over the grip on the suétldn conncctor._quétlon»:‘
T can be}aeh!evéd_by covering the hole at the top of the suction by pass volvn.k« '

" To connect ‘the by-pass valve to the bronchoscope insert the valve stem into the openln

. in the handlé making sure to align the keyway. Engage the iqek!ng,rlng over the ptyom

. pins and turn counterclockwise to lock.

o

Biopsy Forceps - to use the biopsy Insert the distal end of the forceps Into the biops:
inlet and pass the forceps through the channel. The forceps should be lnsprtﬁ‘luto

the inlet and advanced using short strokes so the spring will not kink. -

L R
R e
’,, ~l‘\‘.
P A,

ArrAckspbyr ‘B @(féams%mow%-sﬂs (22 /P

o Questipné?:Contaj“c;t‘FDA/_,CDRH/'QQE/DlQ_at CDRH-FOISTATUS
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bo not deflect distal end by hmnd

Do not a!low dista) end to come lnto sh&rp contact with'any“bard'objec”

Do not force the brush or forc«ps through the éhanne! !f reslstlﬂce sj o
Do mot immerse the control hanﬂle.‘ wlpe with sltghtly damp cloth only. : -
Do NOT STEAH STERlLIZE THE BROMCHOSCOPE OR ANY OF THE ACCESSORIES. |

Do not attempt self repair. Repair must be done by authorlzed perSOnncl only.

Cleaning _ |
" The FBS should be ¢leaned Immedlbmely affervuse to.pravent channe! blockage.

Saturate a gluia pad witﬁumtlw soas solution. Wipe the outer surface of the
FBS wtth the pad and rinse the tube thoroughly with water.

Wet 8 gauze pad with 703 ethyl ‘alcoho! solution. vipe the outer surface of the
bronchoscope Allow to dry.

if necassary clean the eyepleoe or eyepiece lens and the dlstal tlp lens wt h a
,cotton tip applicator moistened wlth alcoho! solution.

‘C|eanlﬁg_gﬁc‘channel

1. Aspirate cleaulng so!utlon through the channel with the distal tip Immersed ln
- the solut!on. To lsptrate cover the hole on the top of the vaIVe. ) g
2. Insert the clean!ng brush lnto the biopsy inlet and through the ent!re length
of the channel , - _ _ _
‘ 3;‘,Agoln asplrate by Immerslng the dlstal end In cleanlng solutlon.
LR Asp!raée the channcl us!ng uuter. | ,”w;. , :
8. Chlnnc! must bo !mmodtatciy and complotoly suctton drtcd. i N e
6 Thc In!et valve system should bc rcmovcd. dtsassembled and cleadodJln a e
| axstnfcgetoﬁ m)utlu:o J 4 !/ o D
}';"omnfecuon :

\fter cloaniﬂg thc bronchoscopo and tﬁi intcrn.l channcls " dcscrlhod ln thc cio-nlng

s spectf!ed and

jections, repest the same procedure using disinfecting solution uhero clnaning !O!utlo

speclfiod.

stcrllo untcr uhcro c'onﬁ witer I
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‘I'Polutlon. :

- Sterlllzation : . |

g IW" . & S s Do )

. _fhe SCOPQqSHOH!d be stertllzed In ethvlene oxlde after each use followlng the sterlllzing.w
equipment manufacsurer s procedures. The scope must be clean end dry before sterilizing.

Do not exceed 130°F or 10 lb. per square inch, J e T

DO NOT IMMERSE (the handle is not wetertlght) U e
DO NOT STEAM STERILIZE (extremé heat will damage the fibers). | |

Storgge )

The FBS end accessories should be stored with flexible tube straight in a clean dry
area such as a closed cabinet, - L o . B
The FBS and accessortes should never be'stored in the carrying case. They should be.
resterilized before use if transported in the cerrying case. The carrying case is not

a sterile envlronment. o - : S

‘. .

Information Parts and Repair

pmerican Optical Corporation o , v L
nstrument Division o S - P

Fiber Optics . .- I _ _

~ Southbridge, Hassachusetts 01550 beo .
17-765-9711 v R
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APPENDIX G-4

COMPETITIVE MARKETING LITERATURE

Karl Storz

Intubation Fiberscope

> )

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3@@ 3 ?
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Kart Storz 600 Corporate Pointe Toll Free 800 421 0837 _
Endoscopy-America, inc. Culver City, California 90230-7600 Fax 310 410 5527 k’ ch ( l -7 B)
Phone 310 558 1500

This summary of 510(k) safety and effectiveness information is being submitted in accordance with
the requirements of the Safe Medical Devices Act (SMDA) of 1990 and 21 CFR 807.92. All data
included in this document are accurate and complete to the best of KSEA’s knowledge.

Applicant; Karl Storz Endoscopy - America, Inc.
600 Corporate Pointe

Culver City, CA 90230

(310) 558-1500

Contact: Betty M. Johnson
Manager, Regulatory Affairs
Device Identification: c N
Fiberscope
Trade Name

Karl Storz intubation fiberscope

Indication: The Karl Storz intubation fiberscope is designed to provide visual access to the larynx
and tracheobronchial tree during ENT endoscopic procedures.

Device Description: The Karl Storz intubation fiberscope consists of a focusing ocular lens, a
moveable eyepiece, a rigid curved stainless steel shaft that houses the fiber optic imaging and
illumination system, a distal objective lens, a channel for insufflation of oxygen, a sliding cap to
accommodate endotracheal catheters of various sizes and a connection for a fiber optic light cable.

Substantial Equivalence: The Karl Storz intubation fiberscope is substantially equivalent to the
predicate devices since the basic features, design and intended uses are the same or similar. The
minor differences in dimensions between the Karl Storz intubation fiberscope and the predicate

devices raise no new issues of safety and effectiveness, as these differences have no effect on the
performance, function or intended use of these devices.

Signed: &4[ A \S AL

. Johnson
M er, Regulatory Affairs

1

D0
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301QQ1@@ wj S



Records processed under FOIA Request 2014-3186; Released 11/4/14

APPENDIX H

Substantial Equivalence

The Urohealth Systems, Inc. Intubation Endoscope and Introducer Sheath is
substantially equivalent to the predicate devices cited in Table 1. below because
the basic design and features of the bronchoscope are nearly identical to one or
more of the cited devices.

The malleable portion of the introducer sheath is not used in the other devices
but does not introduce any significant new elements of design in the materials or
operational principles that could affect the safety or effectiveness of the device.
Functional performance testing of the sheath will be performed to verify
maintenance of the sterile barrier under normal usage conditions. This testing is
described below.

The deflecting tip is quite similar to the Schroeder Oral/Nasal Directional
Stylette™ and is equivalent to American Optical Flexible Bronchoscope, FBS-1.

All materials that have patient contact have been or will be tested for
biocompatibility in accordance with EN 30993. The materials that have such
contact are listed in Appendix K.

CONCLUSION

Based on the indications for use, technological characteristics, and safety and
performance testing, the Intubation Endoscope and Introducer Sheath have
been shown to be safe and effective for its intended use.

N
71
000039

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

COMPARISON OF SIMILARITIES AND DIFFERENCES
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APPENDIX J

PATIENT CONTACTING COMPONENTS AND MATERIALS

INTRODUCER SHEATH

COMPONENT MATERIAL
Bonding Material

Distal Tip

Pull Tube
Handle Housing
Female Luer
Distal Window

Lumen Body Tubing
Malleable Wire
Scope Tubing
Thumb Lever

BIOCOMPATIBILITY

Biocompatibility testing will be conducted on both component level and finished
devices (sterile, if applicable). This testing will include but is not limited to
cytotoxicity, sensitization, and irritation. This device is considered Body Contact
surface of Mucosal membranes for a limited contact duration (less than 24
hours). This testing is in accordance with EN 30993 for medical devices.

FIBEROPTIC SCOPE AND COUPLER
There are no patient contacting components in the fiberoptic scope.
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APPENDIX K

PERFORMANCE TESTING, STERILIZATION, AND PACKAGING

FUNCTIONAL PERFORMANCE TESTING

The malleable sheath will be tested to ensure the sterile barrier is maintained
during the entire procedure under normal usage conditions. Validation of all
bonded joints will be performed per ASTM F1147-88.

STERILIZATION

Both Gamma sterilization and EtO sterilization may be utilized. Validation will be
accomplished per ANSI/AAMI/ISO guidelines for medical products. An overkill
approach will be completed at an SAL of 10°.

If EtO sterilization is used the product will be tested per USP guidelines for
residual levels of Ethylene Oxide, Ethylene Chlorohydrin, and Ethylene Glycol for
product contacting mucosal membranes.

PACKAGING

The sterile single use package will be a Tyvek to PET/LDPE laminated pouch
sealed by conventional methods. The pouches will be placed in a primary
chipboard box (5 to 10 units per box). These units will then be placed in a
corrugated shipper.
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APPENDIX L

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS
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510(k) SUMMARY

In accordance with the requirements of SMDA 1990 and 21 CFR 807.92 this
510(k) Summary of Safety and Effectiveness is submitted with the Premarket

Submission.

Company Name:

Contact Person:
Telephone Number:

Device Name:

Proprietary Device Name:

Classification Name:

Predicate Devices:

Device Description:

UROHEALTH Systems, Inc.
3050 Redhill Ave.
Costa Mesa, CA 92626

Ronald Bergeson
714.708.7748, ext. 248

Bronchoscope

Intubation Endoscope and
Introducer Sheath

Bronchoscope (flexible or rigid) and
accessories

SteBar Instr. Corp. Schroeder Oral/Nasal
Stylette™

Vision-Sciences EndoSheath®

AMERICAN OPTICAL Flexible
Brochoscope FBS-1

Karl Storz Intubation Fiberscope

UROHEALTH Intubation Endoscope Introducer
Sheath is a device that consists a malleable or
nonmalleable introducer sheath that houses a
channel for insufflation of oxygen or fluid
delivery, a deflecting mechanism for the distal
tip, a channel for scope insertion, and a distal
window. The reusable fiber optic imaging and
illumination system consists of a focusing
ocular lens, a distal objective lens, and a
connection for a fiber optic light cable.
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Intended Use:

Performance Testing:

Biocompatibility:

Substantial Equivalence:

The Intubation Endoscope and Introducer
Sheath are used in the direct visualization in
the trachea and lungs during fiberoptically
assisted intubation and airway management.

The Intubation Endoscope and Introducer
Sheath will be tested to ensure integrity of
the sterile barrier under normal usage
conditions. All bonded joints will tested
according to the appropriate ASTM
procedure.

Biocompatibility testing will be conducted on
both component level and finished devices
(sterile, if applicable). This testing will include
but is not limited to cytotoxicity, sensitization,
and irritation. The device is considered body
contact surface of mucosal membranes for a
limited (less than 24 hours) contact duration.
This testing is in accordance with EN 30993 for
medical devices.

Based on the indications for use, technological
characteristics, and safety and performance
testing to be completed, the UROHEALTH
Intubation Endoscope and Introducer Sheath
will be shown to be safe and effective for its
intended use.
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APPENDIX M

TRUTHFUL AND ACCURATE STATEMENT

As a responsible management representative of UROHEALTH Systems, Inc. |
believe that, 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.

/ ) 1 /10/% 7

Ronald H. Bergeson DATE
Corporate Director, Regulatory Affairs
UROHEALTH Systems, Inc.
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