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Integra NeuroSciences Confidential
Special 510(k): Device Modification Lo o0
Hermetic Plus™ External CSF Drainage Systems ‘,/(: @) f o/ }) ?

Hermetic Plus™
External CSF Drainage System

510(k) SUMMARY FEB 2 6 2002

Submitter's name and address:

Integra LifeSciences Corporation
Integra NeuroSciences

311 Enterprise Drive

Plainsboro, NJ 08536

Contact person and telephone number:

Donna R. Wallace
Director, Regulatory Affairs
(609) 275-0500

Date summary was prepared:
January 24, 2003
Name of the device:

Proprietary Name: Hermetic Plus™ External CSF Drainage System
Common Name: External CSF Drainage System
Classification Name:  Central Nervous System Shunt and Components JXG

Substantial Equivalence:

The Hermetic Plus™ External CSF Drainage System is substantially equivalent in function
and intended use to the unmodified External CSF Drainage and Management Systems
which has been cleared to market under Premarket Notification 510(k) K972994.

Intended use:

The Hermetic Plus™ External CSF Drainage System is indicated for draining and
monitoring of cerebrospinal fluid (CSF) from the lateral ventricles of the brain or lumbar
subarachnoid space in selected patients to reduce intracranial pressure (ICP), monitor
intracranial pressure, to monitor cerebrospinal fluid, and provide temporary CSF drainage
for patients with infected hydrocephalic shunts.

Device Description:

The Hermetic Plus™ External Drainage Systems are designed to externally drain
cerebrospinal fluid (CSF) from the lateral ventricles of the brain or the lumbar
subarachnoid space to a drainage bag in selected patients. The systems connect to a
ventricular or lumbar catheter via a luer connection to a patient line and ultimately to a
drainage bag. The patient line is connected to a graduated burette that is then connected to
the drainage bag. CSF can be collected and measured in the burette and subsequently
emptied into the drainage bag by opening the stopcock placed in line between the burette
and the drainage bag. An antimicrobial vent is included in the burette cap. This
antimicrobial vent allows air to enter the burette to facilitate drainage from the burette to
the drainage bag while protecting the system from microbial contamination. The

1001

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



Records processed under FOIA Request 2014-7598; Released 10/22/14

Integra NeuroSciences Confidential
Special 510(k): Device Modification
Hermetic Plus™ External CSF Drainage Systems

antimicrobial vent used on the Hermetic Plus™ systems will allow better drainage of the
CSF to the drainage bag and will resist occlusion after contact with CSF without the need
for clamping the burette vent tube.

The Safety Locking Knob of the Hermetic Plus™ system will now contain a titanium screw
component and the cord lock of the suspension cord has been changed to an all plastic
component.

Safety

The Hermetic Plus™ External CSF Drainage Systems have been demonstrated to be MR
safe* when used in the Magnetic Resonance (MR) environment.

*MRI safe i1s defined by the CDRH Magnetic Resonance Working Group (Feb. 7, 1997)
draft document A Primer on Medical Device Interactions with MRI Systems as “The
device, when used in the MRI environment, has been demonstrated to present no additional
risk to the patient or other individuals, but may affect the quality of the diagnostic
information.”

Testing has shown that the antimicrobial vent is resistant to occlusion after 30 minutes of
exposure to fluids with high protein levels. The systems have been tested for strength of
bonded components, leakage, drainage, and package integrity. Additionally, the needleless
sampling sites were designed to reduce needlestick injuries and subsequent exposure to
infected fluids.

Conclusion

The Hermetic Plus™ External CSF Drainage System is substantially equivalent to the
unmodified External CSF Drainage Management Systems. The modifications do not affect
the intended use, the fundamental scientific technology of the device, and do not raise new
issues of safety and effectiveness.
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Food and Drug Administration

9200 Corporate Boulevard

FEB 2 6 2003 Rockville MD 20850

Integra LifeSciences Corporation
Donna R.Wallace

Director, Regulatory Affairs

311 Enterprise Drive

Plainsboro, New Jersey 08536

Re: K030289
Trade/Device Name: Hermetic Plus™ External CSF Drainage Systems
Regulation Number: 882.5550
Regulation Name: Central nervous system fluid shunt and components
Regulatory Class: Class I
Product Code: JXG
Dated: January 27, 2003
Received: January 28, 2003

Dear Ms. Wallace:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your deviece complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Ms. Donna R. Wallace

(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

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

Sincerely yours,

‘ﬂ”wi'aam a T ot

2 Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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INDICATIONS FOR USE STATEMENT

510(k) Number: /< Xy 02}2?

Device Name: Hermetic Plus” External CSF Drainage System

Indications for Use:

The Hermetic Plus™ External CSF Drainage System is indicated for draining and monitoring of
Cerebrospinal Fluid (CSF) flow from the lateral ventricles of the brain or lumbar subarachnoid space
in sclected patients to reduce intracranial pressure (ICP), monitor intracranial pressure (ICP), monitor
cerebrospinal fluid (CSF), and provide temporary CSF drainage for patients with infected
hydrocephalic shunts.

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

Congurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use __{/ Or Over-the-Counter Use _

(Per 21 CFR 801.109

Optional Format 1-2-96)

Yam () roveat-
(Division Sign-Off) .
Division of General, Restorative
and Neurological Devices

K030287

510(k) Number

Co01
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Food and Drug Administration
9200 Corporate Boulevard

FEB 2 6 2003 Rockville MD 20850

Integra LifeSciences Corporation
Donna R.Wallace

Director, Regulatory Affairs

311 Enterprise Drive

Plainsboro, New Jersey 08536

Re: K030289
Trade/Device Name: Hermetic Plus™ External CSF Drainage Systems
Regulation Number: 882.5550
Regulation Name: Central nervous system {luid shunt and components
Regulatory Class: Class 11
Product Code: JXG
Dated: January 27, 2003
Received: January 28, 2003

Dear Ms. Wallace:

We have reviewed yvour Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure} to fegally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
acdulteration.

If your device is classified (see above) mto either class 11 (Special Controls) or class [T (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the l'ederal Register.

Please be advised that FDA’s 1ssuance of a substantial equivalence determination does not mean
that FDDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencics. You must
comply with all the Act’s requirements. including. but not limited to: registration and listing

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(21 CFR Part 807); labeling (21 CI'R Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS} regulation (21 CFR Part 820); and if applicable, the electroniec
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specitic advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). Other gencral
information on your responsibilities under the Act may be obtained {rom the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

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

Sincerely yours,

2 Celia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

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

510(k) Number: /- 0302}2?

Device Name: Hermetic Plus™ External CST Drainage System

Indications for Use;

The Hermetic Plus” External CSF Drainage System is indicated for draining and monitoring of
Cerebrospinal IFluid (CSF) flow from the lateral ventricles of the brain or lumbar subarachnoid space
in selected patients to reduce intracranial pressure (ICP), monitor intracranial pressure (ICP), monitor
cerebrospinal fluid (CSF), and provide temporary CSF drainage for patients with infected
hydrocephalic shunts.

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

Congurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use Q Or Over-the-Counter Use

(Per 21 CFR 801.109

Optional Format 1-2-96)

(Division Sign-Off) .
Division of General, Restorative
and Neurological Devices

K030287

510(k) Number

\WN)

C001

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
Radioclogical Health

Qffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blwd.

January 28, 2003 Rockville, Maryland 20850
INTEGRA LIFESCIENCES CORP. 510(k) Number: K030289
311 ENTERPRISE DRIVE Received: 28-JAN-2003
PLAINSBORO, NJ 08536 Product: HERMETIC PLUS
ATTN: DONNA WALLACE EXTERNAL CSF

FRATNAGE SYSTEMS,
INS-8301,INS-8302,1IN

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

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLAGE
THIS DEVICE INTO COMMERCTAL DISTRIBUTION UNTIL ¥YOU RECEIVE A LETTER FROM IDA
ALLOWING YOU TO DO 50.

As a reminder, we would like to mention that FDA requires all 510(k) submitters
to provide an indications for use statement on a separate page. If you have
not included this indications for use statement in addition to vyour 510(k)
sumrary (807.92%, or a 510(k) statement (807.93), and your Truthful and
Accurate statement, please do so as soon as possible. If the above mentioned
requirements have been submitted, please do not submit them again. There may
be other regulations or requirements affecting your device such as Postmarket
Surveillance (Section 522(a)(l) of the Act) and the Device Tracking regulation
{21 CFR Part 821). Please contact the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA) at the telephone or web site
below for more information.

Please remember that all correspondence concerning vour submission MUST be

sent to the Document Mail Center (DMC) (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the DMC will not be considered

as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files Under Review.
Please refer to this guidance for information on current fax and e-mail
practices at www.fda.gov/cdrh/cde/a02-01 . html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you have
cother procedural or pelicy questions, or want information on how to check on the
status of your submission (after 90 days from the receipt date), please contact
DSMICA at (301) 443-6597 or its toll-free number (800) 638-2041, or at their
Internet address http://www.fda.gov/edrh/dsmamain.html or me at (301) 594-1190.

Sincerely vours,
Marjorie Shulman
Consumer Safety Officer

Premarket Notification Staff
Office of Device Evaluation

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

R ETI BV B A SRR STEA
3110 Enterprise Drive » Plainsboro, NJ 08536 = (609) 275-0500 « Fax: (609) 275-3684 « hilp://www.Iniegra-1.S.com
Via Federal Express
January 27, 2003
Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
Office of Device Evaluation
9200 Corporate Boulevard -
Rockville, MD 20850 - = <
RE:  Special 510(k): Device Modification f s —:
(G T

Original Reference: Premarket Notification 510(k) K972994 N

External CSF Drainage Management Systems >

Date of Concurrence: November 3, 1997 = LV
This notification is submitted pursuant to Section 510(k) of the Federal Food, Drug and Co@etic &

Act and Code of Federal Regulations, Title 21, Part 807. Integra LifeSciences is submitting this
Special 510(k): Device Modlﬂcatlon as a notification of intent to market a modified dev1cc
known as the Hermetic Plus” External CSF Drainage System. The modified Hermetic Plus™
system is substantially equivalent to the commercially available External CSF Drainage Systems,
510(k) K972994 that has been recommended for classification as Class II by the Neurology Panel
of the Food and Drug Administration.

The Hermetic Plus” External CSF Drainage System is undergoing modifications to change the
materials of certain components and to change the design of the antimicrobial vent of the
graduated burette. MRI safety testing was performed on the modified Hermetic Plus External
Drainage System and information on its use in a MR environment is included in the product’s
labeling. We believe these modifications are eligible for the Special 510(k) process since they
have the same fundamental scientific technology, the same intended use as the predicate device
and do not raise new issues of safety and effectiveness.

Integra LifeSciences Corporation considers its intent to market this device as confidential
commercial information and requests that the Food and Drug Administration hold as confidential
all such information in this submission. The intent to market the device has not been disclosed to
anyone except employees of, or paid consultants of Integra LifeSciences Corporation.

Thank you in advance for your consideration of our application. If you have further questions or if
you need additional information, please do not hesitate to contact me at (609) 936-2397, by facsimile
at (609)-275-9445 or by email at dwallace@integra-1s.com.

Sincerely,

Donna R, Wallace, RAC
Director, Regulatory Affairs

AN

FB' QA

18

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Premarket Submission Cover Sheet

Date of Submission:
January 27, 2003

FDA Document Number:

Section' A Type of Submission .
Os10k) dipe ClPMA [JPMA Supplement - Regular
5 10¢k) Adg’l ["NDE Amendment MIPMA Amendnient [JPMA Supplement - Special
information
[KSpecial 510(k) C]IDE Suppiement CIPMA Report [CJPMA Supplement - 30 day
LJIDE Report [JPMA Supplement - Panel
Track
Section Bl Reason for Submission - 510(k)s Only -
CONew device [CJAdditional or expanded [KChange in technelogy, design, materials, or
indications manufacturing process
[JOther reason (specify): Comment section
Section B2 Reason for Submission -PMAs Only
[CINew device [(JChange in design, component, ot [ Location change:
withdrawal specifications: COManufacturer
[CJAdditional or expanded indications [software [Csterilizer
[CLicensing agreement [CJColor additive {Packager
[CJother (specify below) Opistributor
[ILabeling change:
[Indications [JProcess change: CJReport submission:
[Hnstructions [OManufacturer [JAnnual or periodic
[CJPerformance Characteristics [sterilizer [ JPost-approval study
CShelf life [CIPackager JAdverse reaction

[ITrade name
[JOther (specify below)

(CJChange in ownership
[CJChange in correspondent

[IDevice defect
[CIresponse to FDA correspendence (specify below} [ JAmendment
[CJRequest for applicant hold
[JRequest for removal of applicant hold
[JRequest for extension
[CJRequest to remave or add manufacturing site

[JOther reason (specify):
Section B3 ' '

Reason for Submission -1DEs Only

[INew device (Change in: [CJResponse to FDA letter concerning:
[(JAddition of institution [ICorrespondent [conditional approval
[JExpansion/extension of study [Design [IDeemed approved
[CJIRB certification [Cinformed consent [Deficient final report
[IRequest hcaring CManufacturer [CDeficient progress report
Dchuest waiver OManufacturing [peficient investigator report
Terminatior of study OProtocel - feasibility CJRequest of extension of
[JUnanticipated adverse effect [JSponsor time to respond to FDA
[CJRequest meeting
[(JEmergency use: [CJReport submission: (101 submissions only:
[ONotification of [CICurrent investigator [JChange in [OL style
emergency usc [JAnnual progress CJRequest for protocol waiver
[JAdditional information [dsite waiver limit reached
[JFinal
L]Other reason (specify):
Page 1 of 4

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

‘Section C “Product Classification
Product code: C.F.R. Section: Device class:
IXG 21 CFR 8825550 [OClass I B Class Il
Classification Panel:  Neurology (JClass 1 [JUnclassified

Seéction D

Information on 510(k) Submissions

Product codes of devices to which equivalence is claimed:

Summary of, or statement concerning,
safety and effectivencss data:

1 JXG 2 3 4 BX15 10(k) summary attached
5 6 7 [[1510(k) statement
Information on devices to which substantial equivalence is claimed:
510(k) Number Trade or praprictary or model name Manufacturer
1 K972994 1. External CSF Drainage Management Systems 1 Integra NeuroSciences
2 2 2
3 3 3
4 4 4
Section E - _ Prdduétilnformation - Applicable to All Applications

Commoen or usual name or classification name:

Common: External CSF Drainage Systemns

Classification Name: Central Nervous System Shunts and Components

Trade or proprietary or model name

Model number

—

Hermetic Plus™ External CSF Drainage Systems

1 INS-8301

2 2 INS-8302

3 3 INS-8700

4 4 NLB830-8305N

5 5

6 6

7 7

8 &

9 9

10 10

11 11

12 12

FDA document numbers of all prior related submissions (rcgardless of outcome): None

] 2 3 4 5 6
7 8 9 10 11 12
Data included in submission: M Laboratory testing [JAnimal trials ~ [JHuman trials

shunts.

Indications (from labeling):

Drainage and monitoring of cerebrospinal fluid (CSF) flow from the lateral ventricles of the brain or lumbar
subarachnoid space (s indicated in selected patients to reduce intracranial pressure (FCP) monitor intracranial pressure
(ICP), monitor cerebrospinal fluid (CSF) and provide temporary CSF drainage for patients with infected hydrocephalic

Page 2 of 4
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FDA Document Number:

- Section -

Manufacturing/Packaging/Sterilization Sites

OAdd Opelete

2648988

KOriginal FDA establishment registration number: | PIManufacturer [OJContract sterilizer

[CIContract manufacturer | {"JRepackager / relabeler

Company / Institution name: Integra NeuroSciences PR, Inc.

Division name (if applicable):

Phone number (include area code):
787-826-2329

Street address: State Road 402, Km 1.2

Fax number (include area code):
787-826-2772

rigina
[Jadd [belete

FDA establishment registration number:

Manufacturer

City: State / Country: ZIPf

Anasco Province: Puerto Rico USA Postal Code: 0610

Contact name: Donna Wallace

Contact title: Director, Regulatory Affairs

XOriginal FDA establishment registration number: [ [[JManufacturer [XContract sterilizer
[JAdd [ODelete 2648045 [[JContract manufacturer Repackager / relabeler

Contract sterilizer

[(Contract manufacturer [:]chackager / rclabeler

Company / Insritution name:

Division name (if applicable):

Phone number (include area code):

Street address:

Fax number (include area code):

City:

State / Province:

Country:

ZIP / Postal Code:
D

Contact name:

Contact title:

Page 3 of 4

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

Section G -

Applicant or sponsor

Company / Institution name:

Integra LifeSciences Corporation

FDA establishment registration number:
1121308

Division name (if applicable):
Integra NeuroSciences

Phone number (include area code):
609-275-0500

Street address:
311 Enterprise Drive

Fax number (include area code):
609-275-9445

City: State / Province: Country: ZIP / Postal Code:
Plainsboro NJ USA 08536
Signature:

A
Cbaaa )t lat e

Name: Donna Wallace

Title Director, Regulatory Affairs
Section H

Company / Institution name:

Integra LifeSciences Corporation

FDA establishment registration number:
1121308

Division name (if applicable):

Phonc number (include area codce):
609-936-2397

Street address:
311 Enterprise Drive

Fax number (include area code):
609-275-3684

City: State / Province:
Plainsboro New Jersey

Country: ZIP / Postal Code:

USA 08536

Signatuge:
/Cé&M,LfgL(/, atladti_

Name:

Donna Wallace

Title
Director, Regulatory Affairs

Page 4 of 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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e
== [INTEGRA
L A A AT DI R TN

AME Enterprise Drive = Plainsbare, NJ 08330 ¢ (604) 275-0300 ¢ Fax: (609) 275-3684 = hitp:/fwww.inicgra-1.5.com
Via Federal Express

January 27, 2003

Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center {HFZ-401)

Office of Device Evaluation .
9200 Corporate Boulevard PR
Rockville, MD 20850 L

RE:  Special 510(k): Device Modification o ¢

Original Reference: Premarket Notification 510(k) K972994 St
External CSF Drainage Management Systems .
Date of Concurrence: November 3, 1997

This notification is submitted pursuant to Section 510(k) of the Federal Food, Drug and Cosmetic
Act and Code of Federal Regulations, Title 21, Part 807. Integra LifeSciences is submitting this
Special 510(k): Device Modification as a notification of intent to market a modified device
known as the Hermetic Plus™ External CSF Drainage System. The modified Hermetic Plus
system is substantially equivalent to the commercially available External CSF Drainage Systems,
510(k) K972994 that has been recommended for classification as Class Il by the Neurology Panel
of the Food and Drug Administration.

The Hermetic Plus~ External CSF Drainage System is undergoing modifications to change the
materials of certain components and to change the design of the antimicrobial vent of the
graduated burette. MRI safety testing was performed on the modified Hermetic Plus” External
Drainage System and information on its use in a MR environment is included in the product’s
labeling. We believe these modifications are eligible for the Special 510(k) process since they
have the same fundamental scientific technology, the same intended use as the predicate device
and do not raise new issues of safety and effectiveness.

Integra LifeSciences Corporation considers its intent to market this device as confidential
commercial information and requests that the Food and Drug Administration hold as confidential
all such information in this submission. The intent to market the device has not been disclosed to
anyone except employees of, or paid consultants of Integra LifeSciences Corporation.

Thank you in advance for your consideration of our application. If you have further questions or if
you need additional information, please do not hesitate to contact me at (609) 936-2397, by facsimile
at (609)-275-9445 or by email at dwallace@integra-1s.com.

Sincerely,

Donna R. Wallace, RAC

Director, Regulatory Affairs

o\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Integra NeuroSciences Confidential
Special 510(k): Device Modification
Hermetic Plus™ External CSF Drainage Systems
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1L

IIT.

DEVICE NAME
Proprietary Name

a. Modified: Hermetic Plus” External CSF Drainage System

b. Unmodified: External CSF Drainage Management Systems
Common Name: External CSF Drainage Systems
Classification Name: Central Nervous System Shunts and Components JXG
Classification Panel: Neurology

Company Name, Address, and Manufacturing Facility

Integra LifeSciences Corporation
Integra NeuroSciences

311 Enterprise Drive

Plainsboro, NJ 08536
Telephone: 609-275-0500
Facsimile: 609-275-9445

A. Contact person and telephone number:

Donna R. Wallace, RAC

Director, Regulatory Affairs

Integra LifeSciences Corporation

311 Enterprise Drive

Plainsboro, NJ 08536

Telephone: 609-936-2397

Fax: 609-275-9445

e-mail: dwallace@integra-Is.com

ESTABLISHMENT REGISTRATION NUMBER

A. Manufacturing Site:

Integra NeuroSciences PR, Inc.

State Road 402, Km 1.2

P.O. Box 167

Anasco, PR 00610

Telephone: 787-826-2329

Facsimile: 787-826-2772

Establishment Registration Number: 2648988

B. Sterilization Site:

IV.

Classification of Device
The United States Food and Drug Administration has classified Central Nervous System
Shunts and Components as Class II by the Neurology Panel.

1
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V.

VL

VII.

PREDICATE DEVICE INFORMATION

External CSF Drainage Management Systems
510(k) K972994
Date of Concurrence: November 3, 1997

PROPOSED LABELING AND INTENDED USE

Draft labels and Instructions for Use for the modified Hermetic Plus™ External CSF
Drainage System are provided in Appendix A. The Instructions for Use for the currently
marketed Hermetic External CSF Drainage systems are also provided for ease of review
in Appendix B. The intended use of the device has not been changed.

The Hermetic Plus” External CSF Drainage System is indicated for draining and
monitoring of cerebrospinal fluid (CSF) flow from the lateral ventricles of the brain or
lumbar subarachnoid space in selected patients to reduce intracranial pressure (ICP),
monitor intracranial pressure (ICP), monitor cerebrospinal fluid (CSF), and provide
temporary CSF drainage for patients with infected hydrocephalic shunts

The “Indications for Use” statement for the Hermetic Plus” External CSF Drainage
System 1s provided on a separate page in Appendix C.

DEVICE DESCRIPTION AND COMPARISON

The modified Hermetic Plus" External CSF Drainage Systems were designed to be very
similar and are substantially equivalent to the unmodified Hermetic External CSF
Drainage Systems. The modifications do not change the intended use or fundamental
scientific technology of the device.

The External CSF Drainage Management Systems now known as the Hermetic External
CSF Drainage Systems were cleared to market via 510(k) K972994 on November 3,
1997. Three configurations of the drainage systems were described in 510(k) K972994.
Configuration B 1s equivalent to the currently marketed Hermetic Plus™ External CSF
Drainage System. The Hermetic Plus™ gystem was first marketed in 2001 with some
minor modifications from the External CSF Drainage Management System
(Configuration B) as described in 510(k) K972994.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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This Special 510(k) will compare the combination of these modifications to the original
External CSF Drainage Management System {Configuration B) of 510(k) K972994.

Both the original External CSF Drainage Management System (Configuration B) and the
modified Hermetic Plus’ External CSF Drainage Systems are designed to externally
drain cerebrospinal fluid (CSF) from the lateral ventricles of the brain or the lumbar
subarachnoid space to a drainage bag. Both systems connect to a ventricular or lumbar
catheter via a luer connection to a patient fine. The patient line connects to a graduated
burette and ultimately to a drainage bag. The ventricular and lumbar catheters are
provided separately from the Hermetic Plus” External CSF Drainage System and are not
the subject of this Special 510(k) submission.

Two models of the Hermetic Plus' system are available. One contains an anti-reflux
valve in the patient line and one does not. The Hermetic Plus systems may be
suspended from an intravenous (IV) pole using the suspension cord with the cord locking
mechanism. Velcra™ straps are also supplied for more secure attachment to the IV pole.

Striped pressure tubing is used in both the modified and unmodified systems. The
Hermetic Plus~ system includes 150 ¢m of green striped pressure tubing from the
catheter connection to the panel mounted stopcock, while the External CSF Drainage
Management System (Configuration B) contained 200 cm of white striped pressure
tubing. The green stripe on the tubing aids in identifying this portion of the patient line as
pressure tubing since it connects to the panel mounted stopcock that can be used as a
transducer port.

In both systems the graduated burette is attached to a panel assembly and may be moved
up and down to change positioning of the burette by loosening and then re-tightening the
Safety Locking Knob located on the sliding panel. CSF can be collected and measured in
the graduated burette and subsequently emptied to the drainage bag by opening the
stopcock placed in-line between the burette and the drainage bag. The Hermetic Plus™
systems may be used with Integra NeuroSciences’ replacement drainage bags that are
available both with and without an anti-reflux valve and a drain port in the bottom of the
bag. Both the current and modified Hermetic Plus™ systems include needleless access
sites and stopcocks to pernmt CSF sampling and attachment of fluid filled transducers for
intracranial pressure (ICP) monitoring.

An antimicrobial vent is included in the burette cap of both the modified and the
unmodified systems. This antimicrobial vent allows air to enter the burette to facilitate
drainage from the burette to the drainage bag while protecting the system from microbial
contamination. The antimicrobial vent used on the current Hermetic Plus” system is
being replaced with a vent that will better resist occlusion after contact with CSF. The
current vent requires that the slider clamp (Vent Tube Lock) supplied on the burette vent

A
“Velero® is a registered trademark of Velcro Industrics, LLC, =

3
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tube be closed prior to transport of the patient to prevent CSF from contacting the
antimicrobial vent. The Vent Tube Lock must then be opened after patient transport to re-
establish CSF drainage. To eliminate the need for the slider clamp on the burette tubing,
the housing of the vent has been enlarged and a hydrophobic antimicrobial filter media

composed of

To assure that the Hermetic Plus” External Drainage System is safe when used in an MR
environment, the portion of the Safety Locking Knob 1s
being replaced with a and the current cord lock on the suspension cord is
being changed to a totally

The Hermetic Plus” External CSF Drainage System will continue to be sterilized to a

SR - - <~ v [
sterilization cycle. Deterrmnation of bacterial endotoxins will continue to be performe

using the Gel-Clot Limulus Amebocyte Lysate (LAL) method previously validated by
Integra NeuroSciences PR, Inc. The pass/fail criteria for pyrogen testing for the Hermetic
Plus  system is equal to or less than 0.06 EU/ml. The Hermetic Plus” External CSF
Drainage System will be packaged in the same packaging as the currently marketed
systems.

A photograph of the Hermetic Plus" External CSF Drainage System and product drawing
are provided in Appendix D and Appendix E respectively.

VIlI. SUBSTANTIAL EQUIVALENCE

The modified Hermetic Plus™ External CSF Drainage System is substantially equivalent
in function and intended use to the currently marketed Hermetic Plus’ system and the
unmodified External Drainage Management System (Configuration B).

The modified Hermetic Plus™ External CSF Drainage System differs from the
unmodified Extemal CST Drainage Management System in the following manner:

MRI Safety Testing

Magnetic Resonance Imaging (MRI) scanning has become a commonly used diagnostic
tool which can be especially useful when images of the brain are needed. This is due to
its ability to distinguish between white and gray matter of the brain and because Magnetic
Resonance (MR) images are unobstructed by bone.” There are no claims regarding MRI
safety made for the unmodified Hermetic Plus" system. Since use of MR imaging has
become so commonly used, testing has been performed on the modified Hermetic Plus
system to assure that the modified Hermetic Plus’ system is MRI safe when tested in a
MR environment. MRI Safety is defined as, “The device, when used in the MRI
environment, has been demonstrated (o present no additional risk to the patient or other

2

individuals, but may affect the quality of the diagnostic information.””.

The currently marketed Hermetic Plus™ was evaluated to determine if any components
of the system contain ferrous metal materials that could possibly be attracted by the
strong magnetic field of a MR scanner. The screw and nut components of the Safety
Locking Knob, the cord lock of the suspension cord, and the leveling device accessory
were identified as potential sources of Magnetic Resonance incompatibility. The

2 4 Primer on Medical Device Interactions with Magneiic Resonance Imaging Systems, Draft Document,
CDRH Magnetic Resonance Working Group, February 7, 1997.

4
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identified components were tested for MRI safety. Please note, thuc have been no
adverse events reported relative to the use of the Hermetic Plus™ System in a MR
environment.

Testing was performed with the current Hermetic Plus™ system containing the @
omponent of the Safety Locking Knob, as

as the cord lock containing a spring. The components identified above were tested

for deflection and heating in a environment. Testing was also performed to determine

if the level of the graduated burette could change in the magnetic field causing the

drainage system to operate in a manner other than intended.

version of the screw component was also tested. All tests were conducte
ofst-case” MRI environment that could be generated in a commercial
While the H and combination exhibited acceptable heating test
results and the asse d screw and nlfttogether did not exhibit movement of the burette
chamber while in the MR field, deflection of greater than 45 de
individual steel screw component. It was determined that the
along with the since there was no displacement seen wit
a smalt/anfount of deflection (between . degrees) was seen with the
Additionally, the cord lock was replaced'with one made entirely ()f—
Heating and deflection testing of the leveling device was also
¢ acceptable heating and deflection results obtained support the use of the

leveling dulu, in the defined MR environment.

rees was seen with the
screw be used

Further deflection and heating testing confirmed that the modified Hermetic Plus™

External CSF Drainage System containing the screw and H nut
component of the Safety Locking Knob, the al Icord lock, and the leveling device

was MRI safe’ when tested in the following MFenvironment:

A Primer on Medical Device Interactions with Magnetic Resonance Imaging Systems, Draft Document,
CDRH Magnetic Resonance Working Group, February 7, 1997,

b}

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



Records processed under FOIA Request 2014-7598; Released 10/22/14

Integra NeuroSciences Confidential
Special 510(k): Device Modification
Hermetic Plus™ External CSF Drainage Systems

A copy of the test report which includes MRI safety testing of the modified Hermetic
Plus" System is provided in Appendix F.

A label has been added to the support panel of the modified Hermetic™ Plus system and
the Instructions for Use have been updated to reflect that the device has been
demonstrated to present no additional risk to the patient or other users when used in the
described MR environment. A copy of the draft label and Instruction For Use are
provided in Appendix A.

Change to _ {component of the Safety Locking Knob)
Testing was ﬁerformed to assure that the Safety Locking Knob with the

and the is capable of holding the sliding panel in its desired position during use.
No slippagé of the sliding panel was observed when tested over a period of ﬁs. The

results also showed that the sliding panel is capable of helding a weight of grams
which is greater than that expected during use when the graduated burette is ¢dmpletely
filled.

Change to an ail _

Testing of the new * cord lock on the suspension cord was
performed which showed that the cord lock could be opened and closed by a compression
force equal to or less than &Sl pounds, which is equivalent to the force on the current cord
lock. Testing also showed\#lat the cord lock when suspended by the two inch cords
was capable of holding the weight of the system with a filled graduated (Burette and a
filled drainage bag.

Antimicrobial Vent

Both the current and modified Hermetic Plus™ External CSF Drainage Systems contain
an antimicrobial vent. The filter media used in the current antimicrobial vent is made of
which is an
he Hermetic Plus™ system will now incorporate an antimicrobial vent

composed of a

The new media has been qualified by the vendor as an antimicrobial barrier usin
allenge method. The media was subjected to an ‘

an aeros
with

The design and materials of the antimicrobial vent have been modified to further resist
occlusion by CSF in the event that the system is laid down during patient transport
without first emptying the burette. This modification eliminates the need for the slider

clamp (Vent Tube Lock) on the burette vent tube. The material was chosen
as the antimicrobial media for the vent due to its ability}o resist occlusion while allowing
increased airflow, and its history of use in other medical devices. The same antimicrobial

6
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vent using the* is used in Integra NeuroSciences, MoniTorr
ICP™ External CSF Drainage and Momitoring System (K022554) and for other medical
applications such as transducer protection, moisture barriers, small volume venting,
sterile air/gas delivery, pump irotection, and as hydrophobic barriers. Other examples of

filters that are available with| filter media are the Intervene’ Filters manufactured
by Pall Medical, and the metical filter line manufactured by Performance Systematrix
(PSI). Literature on the Intervene " filters and the PSI filters is provided in Appendix G.

The housing design of the new antimicrobial vent reduces the probability of fluid
entering the vent while allowing sufficient air to enter the system, thus improving the
drainage of CSF from the burette. Testing has shown that even under worst case
conditions where fluid with high protein levels is in contact with the antimicrobial media
for up to 30 minutes, the system drained faster than drainage systems with the current
antimicrobial vent. A copy of the verification testing report is provided in Appendix H.

Change in Type of Needleless Sampling Sites

Both the unmodified External CSF Drainage Management System (Configuration B)
system and the Hermetic Plus™ systems contain needleless access sites for sampling CSF.
In place of the needleless sampling sites with the tethered cap described in the
unmodified External CSF Drainage Management System (Configuration B), the Smart
Site® ® needleless system (K960280) which does not require a cap, is being used in the
modified Hermetic Plus™ system.

Needleless sites are designed to prevent needlestick injuries and subsequent exposure to
infected fluids in compliance with the Needlestick Safety and Prevention Act, HR.5178.
The Smart Site® needleless system resists bacterial contamination through the valve by
maintaining a closed system when not activated. The needleless valve is activated with
any standard luer lock or luer slip syringe. The valve opens when a luer end is inserted
into the valve and reseals when removed, thus preventing fluid flow after sampling the
CSF. The flush, flat top of the needleless sampling site facilitates swabbing for
disinfection. The Smart Site® ncedleless systems are also used on Integra NeuroSciences
MoniTorr ICP™ External CSF Drainage and Monitoring System (K022554).

To aid in the identification of the needleless sampling site, the modified Hermetic Plus™
system will be labeled with yellow CSF Access labels placed on the patient line on either
side of the needless site.

Mount Transducer Port on Support Panel

Both the Hermetic Plus  system and the unmodified External CSF Drainage
Management System (Configuration B) contain a transducer port (stopcock) in the patient
line. In the Hermetic Plus™ system, this stopcock was mounted on the support panel to
facilitate the placement of a fluid filled transducer at the system zero reference that is
now labeled in red.

*SmartSite® is a registered trademark of ALARIS Medical Systems, Inc.
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Leveling Device Accessory

A leveling device is supplied as a convenience item with the Hermetic Plus™ systems to
assist the healthcare professional in leveling the zero reference of the drainage system to
the patient’s Foramen of Monro or the exit level of the lumbar catheter. The leveling

device supplied with the Hermetic Plus" system, known as a line level, contains a bubble
evel o on N ' <!
be attached to the slit provided in the support panel of the Hermetic Plus  system.

There have been no changes in the basic design, the intended use, or sterility assurance

level of the device. The Instructions for Use have been revised to reflect the changes
described above.

A feature comparison chart between the modified Hermetic™ Plus External CSF Drainage
System and the predicate device, the unmodified External CSF Drainage Management
System (Configuration B) (K972994) is presented in Table 1.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Table 1: Feature Comparison Chart
Predicate
Feature Modified Hermetic" Plus External CSF External CSF Drainage
Drainage System Management system
(Configuration B) K9729%4

Intended Use Drainage and monitoring of cerebrospinal Same

fluid {CSF) flow from the lateral ventricles of
the brain or lumbar subarachnoid space in
selected patients

Incorporates the same
basic design and utilizes
the same operating
principle

Drains CSF externally to a drainage bag Same
Luer connection to external ventricular or Same
lumbar catheters

Closed system vented with hydrophobic Same
microbiological barrier filter

Panel mounted system with a sliding panel Same
secured by a Safety Locking Knob

50 ml graduated burette mounted on a sliding | Same

panel

700ml graduated drainage bag with or without
anti reflux valve and drain port in the bottom
of the bag

700ml graduated drainage bag

Red Marker at zero reference on sliding panel

Clear marker at zero reference
on sliding panel

Needleless sites for sampling CSF included.

Same

Transducer stopcock integral to the patient
line and mounted on the support panel at the
zero reference mark

Transducer stopcock integral
to patient line, not mounted
onto support panel

CSF access site on the patient line is identified
by yellow labels on either side of the access
site

CSF access site not labeled

Two methods of secure attachment to the IV
pole (Suspension Cord with cerd lock and
Velcro® straps) provided

Same

Suppiied with a leveling device

No leveling device supplied

Performance Specifications

MRI Safc’

No claims made

Materials

Antimicrobial vent consists of ?-
media in a which does not

require clainping during patient transport

Antimicrobial vent consists of
on a
support in
which
requires clamping during
patient transport

Safety Locking Knob with a_
o)) materias| '

Cord lock composed o_—

Knob with at

“A Primer on Medical Device Interactions with Magnetic Resonance Imaging Systems, Draft Document,
CDRH Magnetic Resonance Working Group, February 7, 1997.
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Sterilization Process /

Sterility Assurance Level - H_

(SAL) it

Biocompatible Yes Yes
Non-pyrogenic Yes Yes
Packaging Packaged in a mylar/Tyvek pouch and an Same

outer cardboard box

In summary, the modified Hermetic Plus” External CSF Drainage System, which is
described in this submission, is substantially equivalent to the current Hermetic Plus™
Externa! CSF Drainage System and the unmodified External CSF Drainage Management
System (Configuration B) (K972994).

IX. 510(K) SUMMARY

As required by the Safe Medical Device Act of 1990, Section 513(i)(3)(A), a Premarket
Notification 510(k) Summary for the Hermetic Plus™ External CSF Drainage System is
included in Appendix I.

X. LITERATURE REFERENCES

The following references supporting the use of the PTFE antimicrobial media and the
Smart Site™ ncedleless sampling sites have been included in Appendix J.

1. Alter, Jason M., Ph.D., Hydrophobic Through and Not Through, Industrial Design &
Development, January 1998.

2. Rogers, W, Fit_zgcra]d, E., RN, BSN, Contamination and Decontamination Study
For The IVAC® SmartSite” Needleless System, ALARIS™ Medical Systems.

3. Leising, K..PE, Fitzgerald, E., RN, BSN, Chemical Compatibility and The Alaris™
Medical Systems SmartSite” Needleless Valve, ALARIS™ Medical Systems, 1998.

Xt. SUMMARY OF DESIGN CONTROL ACTIVITIES

0 -
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Table 2: Verification Tests

Modifications Test Performed Acceptance Criteria

11
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Verification and validation activities, as identified by the risk analysis, for the modifications
were performed. A Declaration of Conformity with Design Controls 1s provided in
Appendix K.

XII. CONCLUSION

The modified Hermetic Plus’ External CSF Drainage System is substantially equivalent to
the current Hermetic Plus  External CSF Drainage System and the unmodified External CSF
Drainage Management System (Configuration B). The modifications, as described in this
submission, do not affect the intended use, the fundamental scientific technology of the
device, and do not raise new issues of safety and effectiveness.

14
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XIII. TRUTHFUL AND ACCURATE STATEMENT

I, Donna R. Wallace, hereby certify, that to the best of my knowledge, as Director of Regulatory
Affairs for Integra LifeSciences Corporation, that all data and information submitted in this
Premarket Notification for the Hermetic Plus External CSF Drainage System is truthful and accurate

and that no material fact has been omitted.

Donna R. Wallace
Director, Regulatory Affairs

v P
Signature 1%}%{{)&4&1&6 £ Date L/L,/l wwu&j\ o0 7/ L2033

15
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REF INS-8301

DRAFT LABELING

NEUROSCIENCES™

Hermetlc Plus™ External CSF Drainage System with Anti-Reflux Vaive and
Neodieless Injsction Sites

Systdme de drainage LCR externo Hermetic Plus™ avec valve anti-retiux
ot sites d'injectisn sans alguille

Hermetic Plus™ Externes Liquor-Nrainagesystem mit Antirefluxventil und
kaniileufosen Injoktionsstelien

Sistema d| dranaggio det fiuide cersbrospinale esterno Hermetlc Plus™
con valvola antiriflusse & siti di iniezlone senza ago

Sistema Harmetlc Plus™ do drenaje externo de LCR cos vilvula
antitrofiajo ¥ sitios de Inyecclin sin aguja

®
€ A

INTEGRA
EUROSCIENCES™

EEE

REF INS-8301  Hermetic Plus™ External CSF Draln tom with
Anti-Refiax Valve and Noadlaless (njection Sites

Contains: Cne Hermatic Plus Externat
CSF Drainage System with Anti-Reflux
Valve and Needleless injection Sites:
700ml drainage bag, S50ml bureite,
133cm green striped tubing line with
anti-reflux valve and needielass injection
sites, pole mountad suppart panel. One
leveling device (supplied non-sterila).

Read entife product insert priot to use.
Sterile for single use only.

Contiert : un systéme de drainage LCR
externa Hermetic Plus avec valve
anti-reflux et sites d'injection sans siguille :
poche de drainage 700 ml ; burette 50 mi ;
tubulure verta rayée 130 cm avec valve
anii-reflux ot stes d'injection sans aiguille ;
panneau da soutisn pour mantage sur
pied. Un dispositif de nivellemant (fourni
non stérile).

Lire Intégralité de la notice du produit
avant utilisation. Stérile et & usage
unique.

inhalt: Ein Hermatic Plus Externsas
Liquot-Orainagesystern mi Antirafiucventi
und kanUlenlosen Injektionsstellen:
Drainagsbsutel (700 ml), Bureits
{50 ml), grin gestreifter Schiauch
(130 cm) mit Antirefluxventil und
kantleniosen Injektionsstallen, Stizplatte
zur Stanganmaontisryng. Eine
fivelliarvorrichtung (nicht-stecll baigelegt).

Vor Gabrauch das gesamte Beipackblatt
fesan. Steril nur zum einmaligen
Gebrauch.

Contiene: un sistema di drenaggio duf
fluido cerebrospinale esternc Hermetic
Plus con valvola antiriflussoe e siti di
iniaZiohe senza ago: sacca di drenaggic da
700m!, buretta da SOm, tubo a righe verdi
da 130cm con valvola antirflusso @ siti di
iniezione senza age, pannelle di supporto
montato su stative. Un digpositive di
vellaziona (fornito non sterila).

Laggera Fintaro foglietto ilustrative prima
dell'uso. Sterile ed esclusivamente
monouso.

Cantiene: Un Sistema Hermetic Plus de
drenaje externo de LCR con vélvula
antirrellujo y sitios de inyeccidn sin
aguja; bolsa de drenaje de 700ml; bureta
de $Oml, tubo de 130em con rayas
vardes, vaivulas antireflujo y sitios de
inyeccidn sin aguja; panel protecter
montade en soporte. Un dispositive
nivelador (provisto sin esterilizar).

Lea todo e follets informative antes de
usar al producto. Estérit para un sola
uso,

0O MOT USE IF M GHAGE HAS BEEN DPERED OR DAMAGED
HE PAS UTILISER SIUBHBALLAGE A € T CUVENT O ENDOWMAGE.

STERILE AHO NON PROGERE LNUESS DAMAGED OB OPEN
|mu£Tmmskmnmrimnmﬁuﬁrm
<1}

HIGH T YEAWENDEN, WENN PRCKIING GEDFFHE T OOER 18T
NON USARE SE LA CONFEDOME € AVEKTA O DANHEGGU ™
WG LD USE 51EL EMVASE ESTA ABIEA ) O DARRDS.

MOT RE TURHABLE IF OPENED:

NE PELT EIIE AEAVOYE 51 OUVERT

GEFFRET PAGKUMG WIRD NICHT URUCK GEHOMMEN
HON HES Bl U E LN YL NPERTD.

HO RETORNARLE §| ESTA SERTG.

€ oA

QUVERT
STEAL UMY L T

STERILE £ AMRDGEND A MENG CHE WOH 34k TANMEGKIATO DAPERTS
ESTERL Y AFIRAGEN) & MEHOS QUE £47E 4AACD O MIIERTD

CauNan: Faderdl (YIA) W restricEy thY OFACH 10 20 LY O it otowr

o s prydden.

Arraniion; es by Ll Ncirutg Gmdricaios, o dmpomitt el M vencs
Ut O i VAR o s T

Voralotv; (1 et gar LA riactd dar arkeus dies en Frodutiat
A U Kdnung o b Aufireg e Aries

Adlardiora 14 Ingge (sderele (LA LN (8 vrita o qumt s mppersochi
Pt T e

Prazauctlie LA 10y 1acarel EE LU, jurnin cLb B warky d& sts prodcto
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REF INS-8302

NEUROSCIENCES™

Hemetic Plus™ Extornal CSF Orainage System with Neodieless Injection

Sites

Systdma de dralnage LCR externe Hemiotic Plus™ avec sites d'Injoction

Hermetic Plus™ Extemes Liquor-Jralnagesystem mit kaniilenlosen

injektiansstelien

Sistema di drenagglo del flulde cerebrospinale esterns Hemetic Plus™

con sitl l iniszlene senza ago

Sistoma Hormetic Plus™ de drenajs externo de LCR con sitios de

Inyeceln sin aguja

®
8. A

NTEGRA
EUROSCIENCES™

BEIIEY

a

REF INS-8302  Hermmetic Plus™ Extsraal CSF Drainage System with
Neodisless Injoction Sltes

Cantaing: Oas Haometic Plus Extemal
CSF Drainage Systam with Needlaless
tnjaction Sites: 700ml drainage bag, S0mt
burette, 150cm graen striped tubing line
with needieless injection sltes, pols
mounted support panel. One laveling
davice (supplied non-sterile}

Read entire product insert prier to use.
Sterile for single use only.

Cantiant : un systéme de dimirages LOR
externs Hermstic Flus avec sites
d'injection sans aiguitle : pocha de
drainage 700 mi ; buretle SO mil ; tubulure
varte rayde 150 cm aves sites d'injaction
sans aiguille ; panneau de soutien pour
montage sur pisd. Un dispositif de
nivellament (fournl non stérile)

Lire lintégralitd de Ja notice du produit
avant utiisation. Stérile et & usage
unique.

Inhakt: Ein Hermatic Plus Externes | iquor-
Dralnagesystem mit kandlenlosen
injektlonsstellen:  Drainagebautel
(700 ml), Buretta (30 mi), grin
gestraifter Schlaych (150 ¢m) mit
kanllleniosen Injektionsstefan, Stitzplatte
zur Stangshmontierung. Eine
Nrvalliervarrichtung (nicht-stark baigelegt).

Vor Gebrauch das gasamte Beipackblatt
lesan. Steril nur zum einmaligen
Gebrauch.

Contisnae: un sistema di drenaggic del
{luide carebrospinale esterne Hermetlc
Plus con siti di inazione sanza ago: sacca
di drenaggio da 700ml, buretta da S0ml,
tubo a righe verdi da 18Qcm con siti di
iniazicns senza ago, pannell¢ di supporte
montato su stative. Un dispositive di
fivalizions (fornito non starile).

Leggere lntero foglistto illustrativa prima
deli‘'uso. Sterile ed esciusivamente
monouso.

Contlene: Un Sistama Hermetic Plus de
drenaja externo de LCR con sitios de
inyeccion sin aguja: bolsa de drenaje de
T700ml; bureta de 50ml; tubo de 150cm
con rayas verdes y sitlos de inyeccién sin
aguja; pansl protector mentado dn
soportea. Un dispositive nivelador
(provisto sin asterilizar).

Lea todo st folleto informativo antes de
usar @l producte. Estérll para un sala
uso.
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DRAFT LABELING

REF INS-8302 Quantity 1

E==IINTEGRA
NEUROSCIENCES™

Hermetic Plus™
External CSF Drainage System with
Needleless Injection Sites

[SteRne [eo]

Contains: One Hermatic Plus Extsmal CSF Orainage System
with Needleless Injection Sites: 700ml drainage bag. 50mi
buretta, 150cm green striped tubing line with needieless
injaction sites, pole mounted support panel

Read entire product insert prior to use. Sterila for single
use only.

@ A
S ¥

Caution: Federal (USA) law restricts this device
to sale by or on the order of a physician. Sterile
and non-pyrogenic unless damaged or opened.
Do not use if package has been opened or
damaged. NOT RETURNABLE |F OPENED.

Integra NeuroSciences
Plainsboro, NJ 08536 USA

10018-702-03
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DRAFT LABELING

REF INS-8301 Quantity 1

== INTEGRA
NEUROSCIENCES™

Hermetic Plus™

External CSF Drainage System with
Anti-Reflux Valve and Needleless Injaction Sites

Contains: Ore Hermetic Plus Extemal CSF Drainage System
with Anti- Reflux Valve and Nesdleless Injection Sites: 700ml
drainage bag, 50m| burette, 130cm green striped tubing
ling with anti-reflux valve, naedlsless injection sites, pole
mounted support panal.

Read entire product insert prior to use. Sterile for single
@ A =

Caution: Federal (USA} law restricts this device
to sale by or on the order of a physician. Sterile
and non-pyrogenic unless damaged or opened.
Do not use if package has been opened or
damaged. NOT RETURNABLE IF OPENED.

Intagra NeuroSciences
Plainsboro, NJ 0BS36 USA
10018-701-04

A004

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



Records processed under FOIA Request 2014-7598; Released 10/22/14

==INTEGRA
NEUROSCIENCES"

Hermetic Plus™
External CSF Drainage Systems

Sterile For Single Use Only

[sTerie]eo] )

REF INS-8301 REF INS-8302
REF iNS-8700 REF NL850-8305N

Tigure 1. Hermetic Plas
Description System Components
The H ic Plus Extemal CSF NS-8301 and (NS-9302
Drainamm: provides 2 serie —P e
fluid path resistant to micrabial ) SUPPORT PANEL . ’* \ .
parficles. The systems are used (o drain o -
cerebrospinal fiuid (CSF) from the \
ventricles of the brain or the kumbar ANTIMICROBLAL

séubarachmld space tl?a gil:lm s eF bag.
ystem components te
drainage, fluid injection, CSF sampling
and Intracranial Fressure (CP}
fonitoring.

Common features to each system
inchide a calibrated SOml graduated
burette, 700ml drainage bag, anti-
microbial hydrophobic vent, two
sampling aspiration sites, a patiert
stopcack, a four-way high flow burette
stopcack, dual hole planar cord
suspension, sight window for
referencing the pressure scale and an
infegral pole mounting suppost pangl,

The graduated burette enabies
visualization of the CSF flow, clarity and
volumetric readings to be made prior fo
fiuid entering the drainage hag.

The Hermetic Pius External CSF
Drainage Systems can be used with atl
of the Integra NeuroSciences ventricutar
and fumbar catheters. A tubing
connector with fuer fiting is provided.

A fluid filied ICP monitoring transducer
can be atiached to the red end capped
port of the patient stopcock or panel
stopcock for catalogs INS-8301 and the
INS-8302. 1 moniloring is not used, it
is impesalive lo keep the red end
capped port securely tightened.

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

HYDROPHOBIC VENT
J SAFETY LOCKING
f KNOB

SLIDING PANEL —

RED PRESSURE
LEVEL INDICATOR

ANTHREF! | GrapuateD
VaLve X | BURETTE
PANEL MOUNT AL
STOPCOCK ™
DIX~__ NEEQLELESS
| TsaMpUnNG siTe
- Sy

ZERO REFERENCE - T LEVELING
DEVICE SUIT, 2
—TUBELOCK  pLaceEs

GREEN STRIPED
PATIENTLINE
.~ DRAINAGE
< BAG

. ANTIMICROBIAL
VENT

NEEDLELESS
SAMPLING SITE

\, PATIENT

LINE
5TOPCOCK Hote: INS-8362 withoun
ank-refiotin patiend ne.
10020-702-03
1
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Use of this device in a MR environment
has been demestrated to present no
addiiorsal sisk to the patient or ather
users. Referto Figure 2 for information
on the MR eavironment to which the
device was tested.

Features and Benefits

The: following features and bensfits are

cammon t each system.

« Closed integral system

= Integrated pressure scale from -5 to
+28 emH,0 and -3 to +20mmHg

+4-1/2" 5 panel width for easy
single panel manipulations

+ Large suspension cord locking
mechanism for easy maniputation of
system height

= Velcro® pole mount for more secure
attachment

* The pole mount forms are compatible
with standard IV poles with pole
diameters ranging from 3/4° to 1-1/8"

« Sight window on skiding panel to
re?erm:e pressure scales

= 50ml graduated burefte witht karge bore
full rachius outlet designed 4o resist
clogging

= Anti-microbial hydrophophic vent

= Line level device can be attached to
Zero Reference on panel

+ Removable 700m! drainage bag with
anti-refiux valve and drain tube

« Luer connector in sterfle pack included
for cathater connection

= CSF access port labeled

= This device is MR safe* when used in
the MR environment decribed in
Figure 2.

* MR safe is defined by the CORH

Magnetic Resonance Working Group

{Feb 7, 1997) draft document A Pyirper

as “The device, when used in
the MR environenent, has been
demonsirated to present no additional
risk to the patient or other individuals, but
may affect the quaiity of the diagnostic
information”. Data on file at Integra
NeuroSciences.

Hermetic Pies (NS-3301
« Patient line is green striped pressure
manitoring tubing

= Needlsless sampling site at patient
and burette stopcocks

» Red end ¢ panel mount
stopcock at Zero Reference on panel
tor connection of ftuid filled pressure
transducer

« Low pressure anti-reflux valve distal
It_o panel mount stopcack in patient
e

+ Red pressure level indicator

ot et grgn ssiped

= Patient fine is green striped préssure
manitoeing tubing

* Needleless sampling site at patient
and burette stopcocks

+ Red end ¢ panel mount
stopcock at Zero Referance on panel
for conngction of fluid filled pressure
transducer

= No amti-reflux valve in patient line

» Red pressure lavel indicator

Indications

Draining and mnttonng of
Cerebrospinal Fluid (CSF) flow from the
lateral venlricles of the train or umbar
subarachngid space is indicated in
selected patients to:

* Reduce Intracvanial Pressure (ICP)
= Monitor Intracranial Pressure (ICP)
+ Monitar Cerehraspinat Buid {C5F}
+ Provide temporary CSF drainage for
wﬁnts with infected hydrocephalic
nts

Manitoring of Intracranial Pressure {ICP}
Is #‘suauy performed in selected patients
with:

« Severe head injury

« Subarachnoid hemonhage

* Reyes syndrome or similar
encephalopathies

* Hydrocephalus

* Intracraniat hemorrhage

+ Under physician supervision and
diseredion when drainage is 1o be
used as a therapeutic maneyver

Monitoring can also be used to evaluate
the status pre-and postoperatively for
space-occupying lesions.

A006

Gontraindications

This device is not designed, sold, or
intended for use except as indicated.

Lumbar drainage and/or lumbar
pressure monitoring should not be used
in the presence of, non-communicating
hydracephalis; a targe intracranial
mass, fumor ¢r hemnatoma; and iy

atients who have demonstrated a

ckage of cerebrospinal fluid

pathways due lo trauma, lumor,
hematoma or other large intracranial
mass.

Lumbar catheters are contraindicated in
cases of spinal abnermalities that would
prevent free insertion of the lumbar
catheter.

Lumbar catheters are contraindicated in
infants wiiere the lower end of the spinal
cord has not yet migrated to its
cephalad L1-2 position.

In view of the marked narrowing of the
lumbosacral canal in achondroplastic
patients, a lumbar catheter in the
subarachnoid space is contraindicated.

Warnings

Paiients with cerebrospinal fluid
drainage systems must be kept under
close abservation for signs and
symptoms of changing intracranéat
prassure dus to shunt faflure. These
signs and symptoms may vary from
patient to patient. Increasing intracranial
pressure i characterized by headache,
vomiting, irntability, listiessness,
drowsiness, other signs of deterioration
of consciousness and nuchai nigidity. In
the infant, increased scalp tension at the
anterior fentanelle and congestion of
scalp veins will be noted.

Failure to riately adjust the rate of
CSF oumdaxp&’l?gugh the external
drainage system may resuft in
potentially sedous injury 1o the patient,
Improper drainage sytem setup can lead
to overdrainage or underdrainage and
potentially serious injury to the patient.
Proper placement of the drainage
system is critical The one-way valve is
designed to prevent reflux; it is not a
pressurs-regulating device. Intracranial
pressure is controlled oaly by the height
of the drainage system. It is essential
that neither the patient nor the drainage
system be raised or lowered
accidentally. Height changes should only
be made by qualified personnel on the
orders of the physician.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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His possible that the puncture of the
ventricle or the g of the dura will
result in an int hemomhage. Itis
possible that if too much CSF Is
'mmmmm SO0, or Whga
a e proc of W [
ventricle is first punctured, the ventricle
may collapse and occlude the catheter

{tis possible that the monitoring system
may give a false pressure reading either
due to a pressure Hine becoming clogged
or kinked or from an air bubble lodged n
the system. Anincorrect pressure
reating may lead to the wrong therapy
being given to the patient.

In order to minimize the possibllity of
infection, meningitis or ventriculitis, the
sanﬂng sine hm be cleaged

acc i) itat protocal prior to
use. Sli;gﬂ technique should be .,
observed in setting up the system and in
the placement of the catheter,

This product has not been tested for
drug compatibility and therefore is not
intended tor drug administration.

Precautions

Priov to surgery, prospective patients or
their representatives shoutd be informed
of the possible complications
associated with this product.

Do not inserl a needle directly into the
needleless sampling site.

Integra NeuroSciences makes no claim
for ar representation a5 to the
performance characteristics of this
product if it is used in conjunction with
components of other manufactyrers.

Complications

Gompfications which may resuit front
the use of this product include the risks
associated with the medications and
methods utilized in the surgical
pracedure, as well as the patient’s
degree of intolerance to any foreign
object implanted in the body,

The principal complications associated
with cerebrospinal fluid drainage are
infection, catheter abstruction, or
intracranial hypotension/hypertension,
Ventricular catheters may migrate into
the lateral ventricies. Lumnbar catheters
may migrate into the subarachnoid
space,

The presence of a foreign body (ie. the
catheter system) may trigger
veniriculitis or 4 dormant meningis.
Infection is a common and seriots

complication of a drainage System and
is most frequently caused by skin
contamvinants, The incidence of these
infections can be reduced by care in
Sl B by pisai K IMough 5
j Sh 2
wﬁ mmﬁasbefm it es. The
LT] catheter should be by
suture collars. Wound infections may
accur but usually subside when the
catheter is removed. Seplicemia, which
oceurs most frequently in debilitated
, can from infections

anywhere in the body and may develop
with few or no symploms. It may occur
as a result of a wound infection,
Lesions developing from the hreakdown
of skin or tissue over the drainage
system may also serve as toci of
serdoys infections. In the event of an
infection, replacement of the drainage
systam is indicated in addition to the
appropriate therapy.
Ventricular or lumbar catheters may be
obstructed by particulate matter such as
blood clots, fibrin, or brain fragments, I
not propesty located in the lateral
ventricle, the ventricular catheter may
bécome embedded in the ventricular
wall or chorgid plexus. Less commandy,
the catheter may be absiructed by the
excessive reduction of ventricular size to
sht-flke proportions.
Excessive lowering of intracranial
pressure may resuft in complications,
%”’“‘"""” in the infant. Complications

infants can include subdural hema-
tomas, markedly sunken fontaneties,
overfiding of cranial bones and
conversion of a communicating to 2
noncomaunicating hydrocephalus due
gﬂ yg[:su'ucﬁon of the aqueducts of

ius.

Failure of the drainage system may be
evidenced by continuing symptoms of
incréased ICP. Any failure of the system
requires immediate replacement of the
drainage system or the affected
component.

Instructions for Use

Priar to system use, it is necessary for
al responsible personnel to understand
the use and function of the system
components, system preparation, and
system control.

Preparation and Alignment
Intraduce and position the catheter.
Placement of these catheters may be
accomphished through & variety of

A007

surgical techniques: therefore, the
stirgeon is best advised to use the

d which his/her own practice and
training dictate W be bast ko the patient.
The system should be prepared under
sterile condtions prier to the placement
of ventricular or lumbar catheter,

The system should be filled with
preservative free stedle rormal saline
priof to connacting to the patient, Caps
may be {oosened to allow air
to escape, Check to ensure the absence
of any residual air bubbles that may
affact pressure transducer mondtoning.
Ensure that fluid flows from the burette
1o the drainage bag.

When the ICP manitoring port is not in
use, the red end cap must be in place to
heip prevent contamination. Aseptically
clean all injection sites according to
hospital protaco! before connecting a
stenle syringe.

Suspend the support panel from the IV
polsemvia lél; fil:u ion cord and
position nage system height via
the cord lock, if connecting the panel
dicecty to the IV pole, push the pale
mount forms on the back of the support
panel onto the 1V pole then secure the
velorp straps in place. The valero straps
shotdd be securely tightened to prevent
the sy| panel from skpping. Once
the velcro straps are secured, tighten
the suspension cord over the 1V pole by
maving the cord Jock 50 that the
suspension cord is taut. Ensure that the
system has been propery mounted with
the “G” point of the reference pressure
scals leveled to the patient's Faramen of
Monea. Attach line level to Zern
Reference point.

System Calibration

Initial system calibration should be
completed priof to connecting to the
patient.

Instructions for transducer calibration
showld be followed from the transducer
manufacturer.

Yo Set Pressure Hoad

Enswre that the Zero Reference is not
placed below the patient’s Foramen of
Monro or below the level of exit of the
lumbar catheter. increase of decrease
the height of the Pressure Level by
moving the siiding panel redative ta the
palient to set the pressure head.

Align the top of the red pressure
indicator with drainage level ordared

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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{minHg or 0). Secure the burette
sliding panel the locking knob.

Ta Moniter Pressure

If accurate pressure mondoring is
desired Yo %ssum wave forg\s, etq'iwto
system 8 lemporarly clos
trainage to the graduated burette. Tum

To Monitor Presswra

Transducer

| —

g I—Ig_W

L rerprw——

off transducer stopcock with the OFF
arm to stop flow to the burette.

Note: CSF will nnot drain Into the
burette while the stopcock |8 in
the monitoring onty position.

To Draim CSF

Turn patient stopcock handle OFF ke
transducer to drain CSF. CSF will flow
inta the graduated burette,

The ICP is controfled by the height of the
pressure level of the burette chamber
ahove the tip of the catheters. itis
critical that neither the patient nor the

To Drain CSF

Transducey

j@:

drainage system he raised of lowered
accidently. Height changes shouid only
e made by qualified personnel on the
orders of the physician,

Te Calloct and Measnre CSF
Accurate deterrination of fuid
accumuiation may be accomplished

Ta Measure CSF Flow

with the graduated burette from 11050
ml in 1 mlincrements. T
stopeock shouid be OFF to the burelte

To drain CSF from burette to the
drainage bap, the stopcock should be
OFF to the samyile port.

Ta Sample CSF

Sampding of CSF may be accomplished
al various injection that have been
cleaned according to hospital protecel.
The needleless sile can be accessed
with any standard wer fitting syringe.
Access may be accomplished at the
palient line sinpeock or the Y-site
#nmadiately distal to the &a;lm
stopcock or beneath the IECSF
access 5 desired from the Durette, use
the injection site at the burstte

Do Rot insert a needle divectly into the

needicless sampling site, In addition,
CSF may be from the drainage
bag at the bottem injection site.

To Flush System

Injection sites that have heen cleaned
acearding to hospital protocol may he
flushed, Orient the stopcocks W
temporagily prevent fiow back to the
patient, Ensure and verity fiuid fush into
the drainage bap.

Dnce flushing has been accomplished,
rearient stopcocks to allow flow from
the patient to the burefte and into the
drainage bag.

Ta Replace Drainage Bag

Orient the burette stopcock to
temporarily stop flow into the drainage

A008

bag. Close clamp on drain tube. Using
sterile handling technique, disconnect
the drainage bag from the drain tube,
attach tetierad blue cap and detach bag
from the system panel.

Using sterle handing technique,
connect the sterile replacement drainage
hag to drain tube, Attach bag o system
panel,

Reorient burette stopcock to alow flow
froim the burette info the drainage bag.
Open drain ube clamp, Verify flow into
the drainage bag.

To Empty Braieage B

The drainage bag maa%e emptied with

sterile handiing technique by syri

access with a 25-gauge needla ar

gyﬂnge #f SmartSite* needleless site nn
ag.

Te Transport Patlent

if it Is necassary to ansport a patient

while system is in full use, the system

shold remain correctly aligned with the

patient for desired pressure head and

drainage.

f this is not , the graduated

burette shoukl be emptled into the
mmfﬁm te lerrmmd Iosedcjt(

§| n ¢ 0

CSF from the

dram tube into the buretie. The

mount stopcock on the INS-& 1 and

INS—BSDIZi;hmIdﬂbe n;irg:og‘ to

1 stop flow i patient to
emgcn . The patient should then be

transpared as required.

After it transport has been
completed, system use should be
re-estabiished with correct reference
relative to pationt. AN stopcocks shaokd
be reariented to restablish flow. Ensure
and verify flow from the patient into the
turrette,

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

MR environment te which the device was tested:

Scan Pargmeters )

Sequence Fast Spin Echo

Plane ggginal

TR (sequence repetition rate) 0

TE1 (echo delay time) 196 milliseconds {ms}

Echo Train Length 16

FLIP/TI {fiip angle) 180°

TH/K, {skce thickness) 3 mitimeters (mm})

Number of Shces 4

Distance between slices 0.2 milimeters (mm)

NEX {nuinber of excitations) 4

FOV{Feld of View) 24 x 24 centimeters (cm)

Static Magnefic Field Strength 1.5 Tesla (1)

Madmum Spatial Gradient 1 gauss/centimeter SGJcm)

Bandwidth 3125 tdohertz (KHz

Miatrix 256

R1.R2 1,13

Transmit Gain 135

Coit Frequency 63.8 megahertz (MHz)

Cail RF Power Max 2 kilowatts (KW)

Max Estimated SAR (Specific Absorption Rate) 7.74 watifidlogearn {Wikg)
Product Information Special Order Products
Disclosure I this productis a Special Order product
Integra NeuroSclances has as Iggﬂeﬁeﬂ by a physician, there may
exercised roasonakle care In the etween the énclosed
chalce of materials and %ﬂuﬁ aﬂdre the md'c]!clttfe dm *:m
manatacture of this product. Integra 2 fioct the safety or effectiveness of the
warranties, mum ssod or special order product.

Im od b Law or other-

ol :.‘ | oF taw or oth How Supplied
any Illpled n of Infegra NeuroSclences External GSF
merchantablilty or fitaess for a par- Drainage Systems are supplied sterile

ticular purpese. Integra
NeureSclences shalf not be liable for
any incideatal or ceasequential loss,
damage, or expense, lirecllf’u indi-
roctly arising from use of thi
product. Integra HeursSciences nel-
ther assumes ner autherizes any
other persan to assume for it, any
other or additional Hahility or
;es\!‘lnsihﬂlfy In connection with this
awice.

and non-pyrogenic in single wrap
packaging.

Do Not Resterilize

All External CSF Drainage Systems are
disposatie devices. Integra
NeurcSciences does not recommend
restorilization of these products.

Returned Goods Policy

Products must be returned in unopened
packages, with manufacturer's seals
intact {0 be accepted for replacement or
credit, unless retumed due to a
complaint of product defect or
misiabeling

A009

Determination of a product defect or
mistabeling will be made by Integra
Lleeuﬁ';mjiciences, which determination will

Products will not be accepted for
reptacement i they have inthe
passession of the customer for more
than 90 days.

Product Order Infarmation

Al products can be ordered through
your Integra NeuroSciences Neuro
Specialist or customer service
representative or by comtacting:

Integra NesroSciences

311 Enterprise Drive

Plainshoro, NJ 08536 USA
Talephone: 1-800-654-2873
Outside the US: 1-609-275-0500
Fax: 609-275-5363

or

Integra NewroSclences

Newbury Road, Andover
ampsmre S5P10 4DR England

Tet: +44(0&1264 -345-7

Fax: +44 () 1264-332-113

Laution: Federal (USA4) law restricts
this device to sale by or on the order
of a physician. Ds net use if the
package has been sponed or
damaged.

Gatalog Numbers

INS-8301 Hermetic Plus External CSF
Drainage System with
Anti-Reflux Vaive and
Needieless mjection Sites

INS-8302 Hermetic Pus Extemal C5F

System with
Needieless Injection Sites

{NS-8700 Integra Externa! CSF Drainage
System Replacement Bags
W/Orain Tube

NLB50-8305N integra External GSF

Drainage System
Replacement Bags

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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f ! 5 See instuctions for use

2 Expiration date

® Do 1ot rewss after open-
mng

l o1 | Lot Aumber
srerue (o] Sterile mdss packgge [
or

tod of sterkeaton-
ethylens oxide,
FIN’!‘EGRA
EUROSCIENCES

Integra NewroSclences

311 Enterprise Drive, Plainsboro, NJ 08526 USA
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Draft Labeling

Hermetic Plus External CSF Drainage System
MRI Safety Panel Label

This device, when used in a VIR (Magnetic Resonance) environment, has been
demonstrated to present no additional risk to the patient or other users. Tested in
a Static Magnetic Field Strength: 1.5 Tesla, Maximum Spatial Gradient: 1G/cm
(shielded magnet), and a Maximum RF Transmitter Power: 2ZKW (@ 64 MHz

A011

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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0OC. CONTROL ORIGINAL

Z==IINTEGRA
NEUROSCIENCES™

Hermetic Plus™ and Hermetic II™

External CSF Drainage Systems
Sterile For Single Use Only

®

REF INS-8300
REF INS-8302

REF INS-8301

REF INS-8700 STERILE|EO]

Description

The Hermetic Plus imdsHermetic i
External CSF Orainage Syslems ide
a stegie fusd pammrgslslarl 0 mmbial
particles. The systems are used [o drain
cerebrospinal fuid (CSF) fram Lhe
ventricles of the bram or e umbar
subarachnoid space to a drainage bag.
System companents facilitate CSF
drainage, Muid in’ifcu‘on. CSF sampling
and Intracrania Prassure {(ICF}
MAronng.

Common features o each system
include a calibrated 50 raduated
burette, 700mt drainage bag, two
$ampiing aspiration SASS, a patient

Sty , & four-way high Row burette
stopceck, dual hale cord
suspension, sight window for

refer the pressure scale and an
integral pole mounting support panel.
The graduated bureqe enables
visualiration of the C5F fiow, clarity and
valmelric readings (o he made prior ta
fluid entering the drainage baq.

The Hermetic External CSF (rainage
Systums can be used with all of the
Integra NetxoSciences venncilar and

lumbar catheters. A 1uling connector
with hser fitting is pmwdg.
A fluid fitkesi ICP monitoring transduces
can be aitached to the red end capped
mxl of the patient stopcock for catalog
5-8300 or siapeack fo catalogs
{NS-8301 and INS-8302. If monitoring is
ot used, it is imperdiive to keep the red
end capped port securely tightened.

Figure 1. Hermetic Plus
System Camponents
INS-8307 and INS-8302 ¢\ oonut paNEL

ANTI-MICROMAL VENT -L

SLIDING PANEL

SAFETY LOCKING KNCEB

RED PRESSURE LEVELINDICATOR
i VENT TUBE LOCK

ANTV-REFLUX VALVE

GRADUATECD BURETTE
BURETTE STOPCOCK

I
CATEE —NEEOLELE S5 SAMPLING SITE

PANEL MOUNT STOPCOCK

LEVELING DEWCE SLIT,
BOTH SIDES OF PANEL

ZERQ REFERENCE

TUBE LOCK

GREEN STRIPED PATIENT LINE

T

DRAINAGE BAG

ANTIMICROBIAL VENT

N\

NEEDLELESS
SAMBLING SITE

ANNNY

.l‘.

PATIENT UNE STORCOCK

~€—DRAIN TUBE  moser 15 4302 wathond
& 2 deha N palient W

10020-701-00

BO01

@&%

1\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 2. Hermetic 1
System Components
NS-8300 PRESSURE SCALE

ZERC REFERENCE

Tul
WHITE STRIPE PATIENT LINE

ANTLREFLUX VALVE

MEEDQLELESS

SAMPUING SITE TUBE STRAIN

RELIEF

ANTI-MICROBIAL VENT

SIGHT WINDOW —-—‘

SLIGING PANEL  —~—)m

BELOCK |}

g

\PATLENT STOPCOCK  DRAIN TUBE —pm

ANTI-MICROBIAL

-\ VENT CAP

™ —veart Tuse Lock
1-SAFETY LOCKING KNOB

LEVELING DEVICE SLIT,
F*—BOTH SIDES OF PANEL

MNEEDLELESS
SAMPLING SITE

—=— i ["~DRAINAGE BAG

ddounteny Sy

Features and Benefils

The fofiowing features and benefits are
commin 10 each systern.

+ Clased inegral system
Integral pole mounting systam

.

. Si?‘ut window on slidin?espanel to

reference pressure sca

- S0mi gaduatcd burette with large
bore

il radius outiet designed io
resist clogging

Hermetic Plus INS-8301

+ Patient line s green striped pressiny
monitoring Wwhing

+ SmartSite' needleless sampling site
at patient and burette siopcocks

+ Redend ca panel mourk
Stapcock at lera Reference on panel
for connection of fuid flled pressure
ransducer

* Low re anti-refiux valve distal lo
pamf"mﬁu stopcock i patient line
+ Red pressure level indicator

Hermetic Plus INS-8302

- Patient line is green striped pressure

monitoring tubtrg

SmartSite” necdleless sampling Sie

at patient and burette siopcocks

+ Red end capped panel mount
stopcock at lero Reference on paned
for connection of fluid filed pressure
transducer

+ Na anti-reflux vaive in patier line

* Red pressure level indicalar

Hermetic 11 IN5-3300
+ Patient line is white striped, large bore
twbing

- SmartSite’ needieless sampiing sile
al patient and buretze siopcack

+ Red end capped patient stopcack for

connection of Auid filled pressure

transuucer

Adhesive backed strap to attach

pressure ransducer near patient

+ Low pressure ant-reflux valve distat 1o
patient stopcock

« Pressure level indicalor labeled
mmHbgfemt,0

Indications

Draining and mondoring of Cerebral
Spinal Fluid (CSF) flow from the iateral

- Anti-microbial vert cap Mlh siider ventricles of the brain or Limbar
. ated pressure scale from -5 to clamp to protact vent during patient subarachnoid space is indicated in
+28 cmH,0 and -3 to +20mmHg transpor selectad patients to:
- 4-1/2 support width for ea + Line ieve! device can he attached %o . :
s pangia:-ll'le‘anipulations Sy T, Refaenee C Reduca Intracranial Pressure {iCP)

« Large suspension cord facking
mechanesm for easy manipulation of
system height

- Velere' pole mount for more secure
attachmeny

The pale mount furms are compatible
with standard IV poles with pole
diameters ranging from 3/4” o 1-1/8"

.

* Removable 700mi drainage bag with

anti-reflux valve and drai fube

« Luer connector in sterile pack

included for catheter connection

+ CSF access port kibefed

B002

* Manitor intracranial Pressure (ICP)
~ Monitor Cerebral Spinat Fluid {CSF)

- Pravide temporary CSF drainage for
palients with infected hydrocephalic
shurts

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Moniting of Inracranial Pressure (ICP}

is usually per formed in selected patents

with:

* Severe head infury

= Subarachnoid hemorrhage

* Reyes syndrame or simar
encephalopathies

* Hydracephass

« Intracranial hemorrhage

= Under physician supervision and
discretion when drainage is (o be
used as 4 therapeutic maneuver

Moniloning can also be used io evaluate

the status pre-and postoperatively for

‘Space-accupying lesions.

Contraindications

a0L GRIGINAL

This device is not designed, soid, of
intended for use except as indicated.

Lumbar drainage andfor umbar
pressure manituring should not be used
in the Jresence of: non-comtumicaling
hydrocephalus: a large mtracranial
mass, mar of hematoma: and in
gat‘m:s wiio have demonstrated 3
fockage of cerebrospinal fluid

mt;mys due Io trauma, umor.

atoma or other large inracranial
mass.

Lumbar cathelers are confraindicated in
cases of spinal abnommalities that would
prevent fres inserdan of the lumbar
catheler.

Lumbar catheters are contraindicated in
infants where the fower end of the spinal
cord has not yet migrated (o its
cephalad 11-2 position.

I view of the marked naifowing of the
himbosacral canal in achondraplastic
patients, 3 umbar catheter in the
Subarachnaid space is contraindicated.
Warnings

Patients with ceretvospinal fluid
drainage systems must be kepl under
close observation for signs and
symptoms af crungim;::nnau'aniai
pressure due b shunt Tailure. These
signs and symptoms may vary from
patient 1o patient. Increasing inTacraniat
pressure is characterized by headache.
vomiing, irritability, listlessness,
drowsiness, other signs of deterioration
of consciousness and nuchal rigidiry. In
the infant, increased scalp tensicn at the
anteriar fontanedie and congestion of
scalp veins will be noted.

ROL ORIGINAL

failure to appraprialely adjust the rate af
CSF autflow through gte ejxleﬂnl

drainage system may result in
I:mlemally serious infury to the patient,
mpcaper drainage sytem setup can lead
tn overdrainage or underdrainage and
patentially sefious injury to the patient.
Proper placement of the drainage
systempis critical. The omwr;aqulm is
designed to prevent reflux: it is i a
pressure-equiating device. ingacranial
pressure is controfied only by the height
of the drainage system. IUis essent

that neither the patient nor the drainage
sysiem be raised or lowered
accidentally. Height changes should onty
be made t:gqr.lanﬁed persoanei on the
orders of the physician.

It is possible it the 4 of the
vemggle o the openi % dura will
result fn an intr ial hemorrhage. ILis
possible that if oo much CSF is
retnaved from the ventricles, either
during a drainage procedure o when the
ventricle is first punclured, the ventricle
may collapse and occlude the catheter.

1L is possible that the monitaring system
may give a false pressure reading either
due 10 a pressure line becoming tlog

of ki of fram an air bubble ledged in
the system. An inComect wessure
reading may lead to the wrang therapy
being given 10 the patient.

In order to rinimize the possibility of
infection, meningitis or ventricuiitis, the
samphing site should be cleaned
according w hospital protocal priar o
use, Sleﬂe technique shoukd be
abserved i Setling up the system and in
the placement of the catheter.

This product has nat been tested for
drug compatibility and therefore is not
intended for drug adeninistration.

Precautions

Prior 10 surgery, praspective patients or
their rep(;gru;ﬁvas shouid be informed
of the possible complications
associateq with this product

Integra NeuroSciences makes no claim
for of representation as ta the

fes formance charadiesistics of this
product if it is used 0 conjunction with
companenis of other manLfacturers.

Comglications

Comglications which may result from
the use of this preduct mciude the risks
associated with the medications and
methods unlized in the surgical

B003

procedure, as well as the patiert's
degree of inlolerance ta bz;%fureiqn

. object impianed in the bady.

The princigal complications associated
with wem fluid drainage are
infection, catheter obstruction, or
intracranial lvypotension/hypertension.
Venwricular catheters may migrale into
Uhe lateral ventricles. Lumbar catheters
may migrale into the subarachnoid
space.

The presence of a foreign body (i.e. the
catheter system) may rigger
ventriculilis or a dormand meningitis.
Mfecg'l(m isa uf:mman and seripus and
complication of a drainage systam
is mast frequenty caur;%eby skin
contarminants. The incidence of these
infections can be reduced by care in
insg;ng thcbvemricu:r ?l'rm:!’hm
stabilizing it ing it a
ai?a? mn%dpabsgflorﬁ: # emelrg es. The
furnbar catheter should be stabilized by
Suture collars. Wound infections may
accur but usually subside when the
catheter is removed. Seglicemia, which
0CCurs most freci:Jenﬂy in dedilitated
infants, can resuit from infections
anywhere in the bady and may develop
will: few ar ng symptams. [t may occur
25 2 result of a wound nfection. g
Lesions developing from the breakdown
af skin o Iissuel:rjer the drainage
5ystem rmay also serve as foci af
sefious infections. In the even( of an
infection, replacemant of the drainage
system is indicated in additon to the
appropridte therapy.
Ventricylar of lumbar catheters may be
abstructed by particuiate matter such as
biood clats, fibsin, of brain fragments. Iif
nal progerly located in the lateral
ventricle, the ventricular catheter may
become embedded ir the veniricular
wall or chocoid plexus, Less commaniy,
the catheter may be obsiructed by the
excessive reduction of ventricular size to
skit-like proportions,
Excessive lowering of intracranial
pressure may result in complications,
Pa(uculany in the infant. Complications
or mfants can include subdural hema-
tormas, markedty sunken fontanedies,
aver-riting of cranial bones and
conversion of a communicating W a

mmommmicalirgehydrmalus due
to ubstruction of the aqueducts of
Sylvius.

Faiture of the draindge systern may be
evidenced by continuing symptoms af

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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increased {CP. Any failure of the system
requires immediate replacement of the
drainage system ar the affected
compaonent.

Instructions for Use

L ORIGINAL

Pricr 1o system use, i is necessary for
alf respansible personnel to understand
the use and function of the system
components, system preparation, and
system conirol.

freparatica and Aligament

Introduce and pasition the catheter.
Placement of these catheters may be
accomglished through a variety ot
surgical techniques: therefore, the
surgeon is best advised ta use the
mathod which his/her own practice and
training dictate to be best for the patient,
The system should be preparad under
sterile conditions prior to the placement
of ventricular or lumbar catheter.

The system should be fillzd with
preservalive free steriie normal saline
peir to connecu‘nF to the patient. Caps
may be tempaorarily loosened {o allow air
to escape. Check to ensure the absence
of any residual air bubbles that may
affect pressure transducer monitoring.
Ensure that fiuid flows fram the burette
1o the drainage bag.

When the ICP menitoring port is not in
use, the red end cap must be in piace to
help prevent contamination. Aseptically
clean afl injection sites according to
hospital pratacel before connecting a
stenile syringe.

Suspend the support paned from the IV
pole via the suspension cord and
position the drainage system height via
the cord lock. If cannecting the panel
directly to the IV pole, push the pole
mount forms on the back of the support
panel ondo the IV pole then secure the
velgro straps in place. The velcro straps
should be securely tightened to prevent
the sugport paned fram slipping. Once
the velcro straps are secured, tigitten
the suspension cord over the IV pole by
maving the cord lock so that the
suspension cord &S taut. Ensure that the
sysiem fas been property mounted with
the *0° point of the reference pressure
scale leveled to the pasient's Foramen of
Manro. Attach line fevel tg Zero
Reference point.

System Calibration

Initiat system calibration should be
comnpleted prier to connecting o the
pattent.

CONTROL ORIGINAL

Instructions for transducer calibraticn
should be foltowed from the transducer
manufacturer.

Ta Set Pressure Head

Ensure that the Zero Reference is not
laced beiaw the patient's Foramen of
aero or betow the level of exit of the

lumbar catheter, Increase ar decreasa

tha height of the Pressure Level by

maoving ihe sliding panel refativa to the

patient to sat the pressure head.

Align the top of the red prassure
indicator with drainage level ordered
(mmHg ar cmH,0). Secure the burette
sliding panel with the locking knob,

Ta Maniter Pressura

If accurate pressure monitaring is
desired with pressure wave forms, the
system should be tempocarily closed o
drainage to the graduated buregte. Tum
oft transducer stopcock with the QFF
arm to step Now to the burette.

To Manitor Pressure

Transducee

mﬁ
0

To Orain C3F

Transducer

To Callect and Measure CSF

Accurate determination of fluid
accuruladon may be accomplished
with the graduated burette fram 1 ta 50
mlin T ml increments. The buratte
stopcack should be OFF to the burette.

To drain C5F from burette to the
drainage bag, the stopcock should be
OFF 10 the sample port,

To Measure CSF Flow

MNota: CSF will nat drain Into the
burette whiie the stopcock is in
the monitoring onty pasition,

Ta Drain CSF

Turn patient stopcock handke OFF to
transducer to drain CSF. CSF will flow
into the graduated burette.

The ICP is controiled by the height of the
pressure level of the burette chamber
above the tip of the catheters. It is
critical that neither the patient ner the
drainage system be raised or lowered
aecidantly. Height changes should only
be made by qualified persannel an the
arders of the physician.

B004

Ta Sampie CSF

Samgling of CSF may be accompiished
at varfous injection sites that have besn
cleaned according {o haspital protocol.
The SmartSite® needleless ports can be
accessed with any standard er fitting
syringe. Access may be accomplished
at the patient ine stapcock ar the Y-site
fmmediately distal to the patient
stopcock of beneath the burette. If CSF
access i desired from the burette, use
the injection site at the burette stopcock.
in addition, CSF may be sampled from
the drainage bag at the bottem injection
site.

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

!nju;igln sdes that the been cleaned
according ta ital protacol may be
flushed. 'enlhm SL0pCocks to
temporarily prevert flow back (o the
patient. Ensure and verify fluid fush inte
the drainage bag.

Once flushing has been accomplished,
reerient stopcocks {a allow Bow fram
the patient to the burette and inta the
drainage baqg.

To Replace Drain

Orient the burenem o
temporarify stop flaw into the drainage
baq. Close clamp on drain twbe, Usidg
sterile handling technique, disconnect
the drainage bag fram the drain tube,
attach tethered blue cap and detach bag
from the system panel.

Using sterile handling lechnique,
connect the sterile ement drainage
bag to drain whe. Atach bag 1o System
panel,

Reoriefit burette stopcock (o allow flow
from the bureft into the dralnar;;e bag.
Open drain tube clamp, Verify fow into
the drainage bag.

To Empty Drainage Sag

The drainage baq may be emptied with
sterlle handiing (echnique by syn‘nf
access with a 25-gauge ncedle of ler
bszrgmge if SmartSite” Aedieless site on

To Transport Patient
if & is necessary (o transport a patient
while system is'in full use, the system
shouk! remain correctly aligned with the
patient for desired pressure head and
drainage.
if this is not possible, the graduated
burete 3| be empied o the
drainage bag. Close the siider clamp an
the burette vend tube, The bureile
s1opeock shouid then be lmﬁorar:?«
ow of CSF

closed to prevent retrograde
fram the drain tube into the burette. The

panel maunt stopcock on the INS-8301
and INS-8302 or the patient stopcock on
the INS-8300 should be oriented (o
tempararily stop flew from the patient 1o
the buretie. The patiert should then be
Transpotted as required.

After palient traisport has been
compieted. system use should be
re-established with correct reference
refative ta patient. All stoy S should
be recriented to restablish Mlow, Al
clamps should be opened. Enswre and
verify flaw from the patiest into the

burretie. Note: Burette vernt tube
slider clamp must be open ta
ensure drainage.

Product tnformation
Disclosure

Integra NeuraSciences has exercised
reasonable care i the choice of
materials and (racutacuse of this
product. Integra NewrgSciancas
exciudes all warranties, whether
expressad of impiied by operation of law
of nﬂw&s&includhg. but not limited
1 any implied warraniies of
m«lgumbility or fitness. imegra
NeuraSciences shall not be liabke for any

incidental or cansaquential loss,
. O sEpense, directly or

Product Order !nformation

All products can be ordered thvough

K‘ou' IMegra NeurnSciences X
euroSpecilist or customer service

representative.

Inteqra NewroSciences

105 Morgan Lane

Plainsboro, NJ 08536 USA

Telephone: 1-800-654-2873

Outside the US: 1-809-275-0500

fax: 1-609-275-5363

OR

a NeuroSciences
N Road Andaver
Hampstire SP10 40R E:l&l}and
Tel: +44(0) 1264-345-T:
Fax: +44 (0) 1264-332-113

indireclly arising from use of this i icts
e vereomr e 05, s dewca o i vy o o o
0 assume for it, any other or of a physician.
additional liability of responsibility Cata |og Numbers
int connection with this device, -
) INS-830¢ Hermetic (f External CSF

Special Order Products Drainage System
If this product is a Special Order product  INS-8301 Hermetic Plus External CSF
a5 requested by a physician, there may Drainage System with Anti-
be differences een the enclosed Refiux Valve and Needieless
3{"”{,’“ and “?‘h’:mcﬁ rrEd'esc.ri;:rtio«-;4 in Injection Sites

is brochure. These enves will not Hesmietic
affect the safety or effectiveness of the INs-8302 Draina mm e
special order proguct. Needle?:ss Injection Sites
How Supplied INS-8700 Itegra External CSF Drainage
integra NeuroSciences External CSF System Replacement Bags
Drainage Systems are supplied steriie
and non-pyragenic it singte wrap
packaging.
Do Not Resterilize
All Exterral CSF Drainage Systems are
disposable devices. Integra
NeuroSciences does not recommend
resterilization of these products.
Retumed Goods Policy
Products must be returmed in unapened Symbais Used On Labefing

packages. with manufacturer's seals
Intact o be accepted for replacement o
eredit, uniess raturned due to 2
cumplaing of product defect of
rislabeling.

Determunation of a product defect or
mistabeling wilt be made by Integra
NeunoSciences, which determination wilt
be final.

Products will ot be acc far
reptacement if they have inthe
passession of the customer for more
than 90 days.

B005

See instructions for use

E Expiration dat=

® Do not reusa after apening

Lot aumber

Slerile unless package i opened or damged.
Method af sierilization-eifvyiene axide.

I

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

510(k) Number:

Device Name: Hermetic Plus External CSF Drainage System

Indications for Use:

The Hermetic Plus” External CSF Drainage System is indicated for draining and monitoring of
Cerebrospinal Fluid (CSF) flow from the lateral ventricles of the brain or lumbar subarachnoid space
in selected patients to reduce intracranial pressure (ICP), monitor intracranial pressure (ICP), monitor
cerebrospinal fluid (CSF), and provide temporary CSF drainage for patients with infected
hydrocephalic shunts.

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

Cencurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use Or Over-the-Counter Use

{Per 21 CFR 801.109

Optional Format 1-2-96)

I~

001

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Modified Hermetic Plus™
External CSF Drainage System

INS-8301

Questions? Contact FDA/CDRH/OCE/DID gjfglpRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Modified Hermetic Plus
External CSF Drainage System

SUPPORT PANEL ~.

ANTI-MICROBIAL

/

e

T

‘i
;
-
|
i

-
.

HYDROPHOBIC VENT

SLIDING PANEL

[

RED PRESSURE

/
LEVEL INDICATOR %u
\ j

\

ANTI-REFLUX |
VALVE

PANEL MOUNT
STOPCOCK

ZERO REFERENCE

GREEN STRIPED
PATIENT LINE

NEEDLELESS
SAMPLING SITE

\\ PATIENT

LINE
STOPCOCK

Fod s

m ¥
Sitien
N IntegralNeurofciences
[®]
I
-
\.v._\ 7“.—7
il
E|

\\:%;g

KNOB

GRADUATED
BURETTE

BURETTE
STOPCOCK

I5M < NEEDLELESS

‘\
/ \
!
/

— SAFETY LOCKING

)

SAMPLING SITE

F‘\

[T TUBE LOCK

DRAINAGE
BAG

LEVELING

DEVICE SLIT, 2

PLACES

ANTI-MICROBIAL

VENT

INS-8301

4

Questions? Contact FDA/CDRH/OCE/DID at CB#H-FOISTATUS@fda.hhs.gov or 301-796-8118
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integra NeuroSciences P.R., Inc. C NTI Test Report:
Afiasco, Puerto Rico UNFIDE Prepared By

Date: 1/9/03 .

. Page 1 of 8
JTLE:  TestReport, .—-ﬁ

1  PURPOSE/SCOPE

87/1# 39vcd Questions? ContactFRAYSHRIOGHBIR &t CORH-FOISTATUS @fdashbsgey or 3017968118z /65 /10



Records processed under FOIA Request 2014-7598; Released 10/22/14

oo e CONFIDENTIACE S22,
Date: 1/9/03

MATERIALS AND METHODS

bl

an/ze  3ovg Questions? ContaghRRAYCDRIVOGEDIR At CDRH-FOISTATUS@fdahhs.doy or 301-798-8118 ., o .
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reaco, aera o CONFIDENTIAL Freparcacy

ACCEPTANCE CRITERIA

o

AR/ER 39 Questions? ContactiDAKRRHOSEDIRrat CDRH-FOISTATUS @fdadhsaoy or 304-796-8348- /ce /10
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| ‘lntegra neurosciences PR, e, CONFIDENTIAL  estReport

Afasco, Puerto Rico Prepared By:
Date: 1/9/03

Page 4 of 8

TEST RESULTS

an/bp  3owq Questions? Contagt ERACDRHOCEDID.at CDRH-FOISTATUS@&%EL@%@}/ or 39_&-7‘39@-8;%%5.{;%’,12
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| Integra NeuroSciences P.R., Inc. CUNHDENT' AL Test Report;

Anasco, Puerto Rico Prepared By
Date: 1/9/03 /
Page 5of 8

AR/GR  3awA Questions? ContactrBAASBRHOGEA Rrat CDRH-FOISTATUS@;QQQ‘@QQQV or 301-796-8118.

/RA/ TR
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|nteg-ra NeuroSciences P.R., Inc. CONHDEN“AL Test Report:

Prepared B

Anasco, Puerto Rico
Date: 1/9/03 [ /=, 7%
Pa

qa/an 3w Questions? ContastHRDAYGBRHAOCE/BIRat CORH-FOISTATUS @idasbhsagay or 301-726-8188: /ca /1o
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CONCLUSIONS / RECOMMENDATIONS

F007

I+ Questions? ContachFRPRAKDRIHOGEBIDat CORH-FOISTATUS @fga.bhsgqy or 3();_1-:70,‘%@-833@2 160770




Records processed under FOIA Request 2014-7598; Released 10/22/14

Integra NeuroSciences P.R., Inc. CUNHDENTIAL Test Report:

Afasco, Puerto Rico Prepared B

ate:
Page 8 of 8

6 APPROVALS

j~lto-03
- Date

ufacturing

F008 17

an/ez v+ Questions? ContachRRAKDBRIMOGEDIDat CORH-FOISTATUS @iga:hbsaqy or 303-796-8348> /ca /1a
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" Hir and B R

Cat : Catal g Fromasss . - e
":,',alo" L':'-‘f-ll“:?l s b Gas Barries [ :
ome e T Filters - |EEECEE

Intervene(T™) 25 mm Filter “fprevious - Product g Nest
Description g 4 " »
Select from a full line of barrier devices used by some of
the world’s most respected medical equipment
manufacturers.

e Protective hydrophobic barrier allows only sterile air
to pass through, protecting patients and equipment
from cross contamination

¢ Choice of media to accommodate sterilization
methods

o Selection of 510(k) cleared products for transducer
protection reduces your time to market

¢ Colored housings available for identification L T Specifications

e Mix and match over a dozen standard and custom ' -
connector styles

e Custom printed blister packaging available

e Housings designed to withstand preumatic pulsing

Technical  Performance -

Ordering Informatian.:

Applications

Transducer protection
Moisture barriers
Small volume venting
Sterile air/gas delivery
Pump protection
Hydrophobic barrier

¢ 6 & ¢ o o

Specifications A
Biological Safety
Materials of construction pass USP Class VI-121 °C Plastic and Cytotoxicity tests

Effective Filtration Area
2.8 cm?

intet/Outlet Connections
SO FLL/MLL

SO FLS/MLS

SO MLS/ML.S

SO MLS/MF

SO FLL/MLL (DLL}

Vlaterials of Construction
“ilter Media: Versapor® R, Versapor H or PTFE
{ousing: Modified acrylic -

2%

ittp://domuna.pall.com/www/oem%?20healthcarc%20catalog. nsi786¢f06d3a6692aa9852 56 611005dd96e/cS63:.. 8/15/

Viaximum Operating Temperature GO0l

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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55 °C (131 °F)

Minimum Water Breakthrough
Versapor: 0.8 bar (12 psi /30 seconds
2TFE: 1.1 bar (16 psi)/30 seconds

Pore Size
0.2 pm

Pyrogenicity
< 0.25 EU/mL using the LAL test method

Sterilization Compatibility
Versapor H and Versapor R: EtO, gamma irradiation
PTFE: EtO

TFechnical Performance &

Intervene 25 mm Filters, AP

Intervene 25 mm does not interfere with accurate and reliable system monitoring

Competitive Devices AP

55

1 Pressure

4.5

35

825

1.5

05 ——
R S imm!

05
0 5 10 15 20 25 30

Time (minutesj

55

4.5 -

3.5

225

1.5

0.5

0.5

0 5 10 15 20 25 30 35 40

Time {minutes)

G002

Reading
with Filter
System
Pressure

ragc 4

74
:%"

http://domino.pall.com/www/oem%20healthcare%s20catalog.nsf/86ef06d3a6692aa9852566ff005dd96e/cS613.... 8/15.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Catalog Catal o Frodes
Home: Seatch Bk

T Next N
Product

T Product

“iPrevious @ Pr
{isting

" Product

Intervene(TM) 4 and 13 mm Filters

Desceription
Effective and durable barrier devices for your smail
volume requirements.

 Different housing diameters to accommodate your
filtration/venting needs

s Custom color printing options for product and/or
company identification on 13 mm devices

e Rugged polypropylene housing withstands high
temperature, high pressure and aggressive solvents

e Autoclavable

Applications

“Specifications

Sterile air/gas delivery

o Venting ‘ . Product-Dimensions -
« Hydrophobic barrier : S —
e Pump protection ;i iOrdering Informaotion

Specifications 4
Biological Safety
Materials of construction pass USP Class VI-121 °C Plastic and Cytotoxicity tests

Effective Filtration Area
4 mm: 0.1 c:m2
13 mm: 0.8 cm?

Inlet/Outlet Connections
FLL/MLS

Materials of Construction
Filter Media: PTFE, Versapor® R, Versapor H
Housing: Polypropylene and modified acrylic

Viaximum Operating Pressure
L bar (15 psi) at ambient temperature

Maximum Operating Tempemture'
100 °C (212 °F)

Pore Size

2,045, 1,5 pm 5

sterilization Compatibility G003

ittp//domino.pall.com/www/oem%20healthcare%20catalog.nsf/86ef06d3a6692aa9852566f005dd96e/03 1b5... 8/15
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PTFE: Autoclave, EtO
Versapor: Gamma irradiation
Product Dimensions &

4 mm Filter
1.

19.8 mm (0.78 in) -

13 mm Filter
—-'< 19.6 mm (077 in)) "“—‘—‘

Ordering Information &

[ Product No. L Pore Size “ Description j

| 6024423 | 02um | 13 mm, PTFE, FLL/MLS

| 6804473 | 045um [ 4mm, Versapor H, FLL/MLS

| 6004135 I 5um | 13 mm, PTFE, FLL-MLS |
6004137 | 1 pm I 13 mm, PTFE, FLL-MLS |

Good b

ittp://domino.pall.com/www/oem%20healthcare%20catalog.nsf/86ef06d326692aa98 52566 £005dd96e/03 1 b5... 8/15/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(a—s Lewe ﬂma G?uuﬁn@( RirerGaskers ) (Svenon Firers ) (Firer Corring) { Custom Fierees ) (FAQs )

Medical Filters

In medical procedures, it is critical to maintain a sterile
field that is free of contaminants and bacteria. It is also
crucial that air sources introduced into surgical
applications or sterile lab environments are free of
contaminants. PSI manufactures hydrophobic filters
for use in insufflation, laparoscopy, open-heart
surgery, kidney dialysis, blood administration and
other medical procedures. Our membrane filters are
rated to filter air down to 0.1 micron.

You can select a filter media based on your
application. Microporous membrane and depth filters
are available as well as custom design capabilities for
specific applications.

You may also want to look at our Analysis Filters.

Gas Line Filters » 25mm Filters « Filter Gaskets » Suction £il
Cutting » Custom Filters » FAQs

© 2002 Performance Systematix  About PSI » Medical Filters « Container Venting e Laboratory
Inc Contact Us

77

8/16/02 12:18

G00S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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{(Gas Linz Fievens ) (25mm Fitters ) (Furer Gasxers )_1 Sucvon fiurees) (Firer Corrina) (Cestom Firers )

aup./rwww.psix.com/mi_ga

Gas Line Filters

HydroCheck & MicroCheck

For applications requiring a clean, sterile air source
and prevention of fluid contamination and overflow.
Also used for particulate removal.

¢ Primarily used for insufflation; used in suction
canisters and vacuum lines

¢ Bacteria retentive (down to 0.1 ym)

¢ Utilizes hydrophobic PTFE media

¢ Can utilize custom media such as hydrophobic
microglass

» Clear acrylic housing provides instant visual
inspection for contaminants

HydroCheck Gas Line Filter

Housing Material [givGXeENY Acic

Filter Media

Air Flow

| (dependent on filter
media)
11.3 psito 30 psi
t (dependent on filter
imedia)
{ Down o 0. Tpm in
Air
| (dependent on type
jof media)

Water Intrusion
Rating

Filter Efficiency

Mi(_:vroChecl_(_kGas_ Line Filter

Housing Material [ High Clarity Aclic '

Filter Media

Air Flow (dependent on filter

imedia)

G006

g

8/16/02 12:19

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

1.3 psi to 30 psi
(dependent on filter
edia)

Water Intrusion
Rating

Down to 0.1pm in
JAIr

i (dependent on type
fof media)

Filter Efficiency

Gas Line Filters « 25mm Fi
Cutting e
About PSI » Medical Filters ¢ Container Venting ¢ Labor

Inc. Contact Us

© 2002 Performance Systematix

tom Fi

G007

ters e Fil

rs e |

FAQs

nup:/ WwWw,psIX.Com/mi_ge

r Gaskets e Suction Fil

29

8/16/02 12:19°

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

Date: January 13, 2003
To: Hermetic Plus DHF

From: RA Baez — Product Development Engineer ﬁ/é /// /0_3

Subject: Verification Report for Anti-microbial Vent Filter - Hermetic Plus

Ho001

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

Heyer-Schulte External Ventricular Drainage Vent
Verification Testing Report ..

Prepared fc;f:

I INTEGRA NEUROSCIENCES
Plainsboro, New Jersey

Prepared by:

Research Associate Engineer

!cuentlst

Product !evelopment Manger

Study Supervisor:
Ronald ingram, Ph.D.
Sr. Director, Research & Development

Integra NeuroSciences
Corporate Research Center
11045 Roselle Street, Suite A
San Diego, CA
92121-1299

Report Number:
Revision:
Issue Date:

10of9 H002

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

| hereby assert that all information contained in this document is true and correct to the
best extent of my knowledge:

Preparer:

20f9 HO003

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

1.0 INTRODUCTION & BACKGROUND

2.0 MATERIALS

30of9 H004

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

3.0 TESTING PROTOCOL

4 0of 9 H005

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

40 RESULTS

S5of 9 H006

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

6 of 9 HO007

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

50 DISCUSSION & CONCLUSIONS

8 of 9 H009

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

6.0 REFERENCES
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Integra NeuroSciences Confidential
Special 510¢{k): Device Modification
Hermetic Plus™ External CSF Drainage Systems

Hermetic Plus™
External CSF Drainage System

510(k) SUMMARY

Submitter's name and address:

Integra LifeSciences Corporation
Integra NeuroSciences

311 Enterprise Drive

Plainsboro, NJ 08536

Contact person and telephone number:

Donna R. Wallace
Director, Regulatory Affairs
(609) 275-0500

Date summary was prepared:
January 24, 2003
Name of the device:

Proprictary Name: Hermetic Plus™ External CSF Drainage System
Common Name: External CSF Drainage System
Classification Name:  Central Nervous System Shunt and Components JTXG

Substantial Equivalence:

The Hermetic Plus™ External CSF Drainage System is substantially equivalent in function
and intended use to the unmodified External CSF Drainage and Management Systems
which has been cleared to market under Premarket Notification 510(k) K972994.

Intended use:

The Hermetic Plus™ Extermal CSF Drainage System is indicated for draining and
monitoring of cerebrospinal fluid (CSF} from the lateral ventricles of the brain or lumbar
subarachnoid space in selected patients to reduce intracranial pressure (ICP), monitor
intracranial pressure, to monitor cerebrospinal fluid, and provide temporary CSF drainage
for patients with infected hydrocephalic shunts.

Device Description:

The Hermetic Plus™ External Drainage Systems are designed to externally drain
cerebrospinal fluid (CSF) from the lateral ventricles of the brain or the lumbar
subarachnoid space to a drainage bag in selected patients. The systems connect to a
ventricular or lumbar catheter via a luer connection to a patient line and ultimately to a
drainage bag. The patient line is connected to a graduated burette that is then connected to
the drainage bag. CSF can be collected and measured in the burette and subsequently
emptied into the drainage bag by opening the stopcock placed in line between the burette
and the drainage bag. An antimicrobial vent is included in the burette cap. This
antimicrobial vent allows air to enter the burette to facilitate drainage from the burette to
the drainage bag while protecting the system from microbial contamination. The

1001
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Integra NeuroSciences Confidential
Special 510(k): Device Modification
Hermetic Plus™ External CSF Drainage Systems

Safety

antimicrobial vent used on the Hermetic Plus™ systems will allow better drainage of the
CSF to the drainage bag and will resist occlusion after contact with CSF without the need
for clamping the burette vent tube.

The Safety Locking Knob of the Hermetic Plus™ system will now contain a titanium screw
component and the cord lock of the suspension cord has been changed to an all plastic
component.

The Hermetic Plus™ External CSF Drainage Systems have been demonstrated to be MR
safe* when used in the Magnetic Resonance (MR) environment.

*MRI safe is defined by the CDRH Magnetic Resonance Working Group (Feb. 7, 1997)
draft document A Primer on Medical Device Interactions with MRI Systems as “The
device, when used in the MRI environment, has been demonstrated to present no additional
risk to the patient or other individuals, but may affect the quality of the diagnostic
information.”

Testing has shown that the antimicrobial vent is resistant to occlusion afier 30 minutes of
exposure to fluids with high protein levels. The systems have been tested for strength of
bonded components, leakage, drainage, and package integrity. Additionally, the needleless
sampling sites were designed to reduce needlestick injuries and subsequent exposure to
infected fluids.

Conclusion

The Hermetic Plus™ External CSF Drainage System is substantially equivalent to the
unmodified External CSF Drainage Management Systems. The modifications do not affect
the intended use, the fundamental scientific technology of the device, and do not raise new
issues of safety and effectiveness.

1002
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Integra NeuroSciences Confidential
Special 510(k): Device Modification
Hermetic Plus” External CSF Drainage System

DECLARATION OF CONFORMITY with DESIGN CONTROLS

Verification Activities

To the best of my knowledge, the verification and validation activities, as required by the risk
analysis, for the modification were performed by the designated individual{s) and the results
demonstrated that the predetermined acceptance criteria were met.

2, A’//M 1/23 /03

Zeev Hadass, PhD Date
Vice President Product Development
Integra LifeSciences Corporation

Manufacturing Facility

The manufacturing facility, Integra NeuroSciences PR, Inc. is in conformance with the design
control requirements as specified in 21 CFR 820.30 and the records are available for review.

W" l - ‘I'T -~ B S
Joseph Celsak Date

Director of Operations
Integra NeuroSciences PR, Inc.

K001
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510K Memo Record

Date: 25 February 2003

To:  The record K030289
From: Dwight Yen, Electronics Engineer (HFZ 410)

Subject: Premarket notification from Integra LifeSciences Corporation for the
Hermetic Plus External CSF Drainage System

Contact: Donna R. Wallace, RAC Director Regulator Affairs (609) 936-2397

Description: This is a special 510(k). The sponsor states that this is a modification of
the Integra NeuroCare’s External CSF Drainage System (K972994),
which Integra LifeSciences has acquired (see statement dated February
24, 2003). Modifications include changes in materials, changes to the
material and design of the antimicrobial vent, and changes to the
labeling information for use in a Magnetic Resonance (MR)
environment. Material changes include replacing the existing zinc
coated steel screw with a titanium screw and using a totally plastic cord
lock to make the device safe for use in an MR environment. The
antimicrobial vent has been re-designed and replaced with a new
hydrophobic antimicrobial vent using 1.0 um polytetrafluoroethylene
(PTFE) with a polyester laminate filter. The sponsor described other
changes made to the system under design control that did not require a
new 510(k). These included changing the type of needleless sampling
sites, mounting transducer port on support panel, and adding a leveling
accessory as a convenience to the user.

The Hermetic Plus External CSF Drainage System, like the predicate, is
designed to externally drain cerebrospinal fluid (CSF) from the lateral
ventricles of the brain or the lumbar subarachnoid space to a drainage
bag. The device connects to a ventricular or lumbar catheter via a luer
connection to a patient line. The patient line connects to a graduated
burette and ultimately to a dratnage bag. The ventricular and lumbar
catheters are provided separately and are not the subject of this 510(k).

The sponsor has satisfied the requirement for a special 510(k). The
sponsor has provided statements that the intended use and indications of
the modified device are the same as the predicate, and that the
modification has not altered the fundamental scientific technology of the
predicate device. A risk analysis using the Failure Modes and Effects
Analysis (FMEA) method was performed. Design verification tests were
performed based on the risk assessment, including the test method used

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

Predicates:

Labeling:

Sterility:

Manufacture:

Materials:

Technical:

and the acceptance criteria to be applied. Finally, the sponsor has
provided a declaration of conformity with design controls.

The system is indicated for draining and monitoring of CSF flow from
the lateral ventricles of the brain or lumbar subarachnoid space in
selected patients to reduce ICP, monitor ICP, monitor CSF, and provide
temporary CSF drainage for patients with infected hydrocephalic shunts.
Although this intended use statement does not match the predicate
(K972994) (see attached), the statement itself is accurate and is
consistent with other external CSF drainage systems currently on the
market. 1 spoke with the sponsor to verify that the changes in wording of
the indication statement were to clarify the meaning of the intended use
of the device. Therefore, this intended use is acceptable and is SE to
predicate.

The device is a modification of the Integra NeuroCare’s External CSF
Drainage System (K972994). Changes to the device did not raise new

issues of safety and effectiveness. The device is SE to predicate.

Draft package labels and instructions for use are provided. Information
1s adequate.

No change to the sterilization and packaging of the device.

Risk assessment was performed. Validation and verification activities
were performed in accordance to design control.

Changes do not alter the biocompatibility of patient contact materials.

Drawings of the device are provided.

An Indication for use, a 510K Summary, a Truthful and Accurate Statement are provided.

RECOMMENDATION: SE to predicate, 84 JXG Class 11 (882.5550).

o -

Dwight Yen

2
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SECTION 8 - DEVICE INDICATIONS FOR USE
510(k) Number (if known): Ké\" 9‘6‘ Cl L(

Device Name: External CSF Drainage Management Systems

Indicau'ons' for Use:
The major indication for use of the External CSF Drainage Management
Systems is the management of hydrocephalic shunt infections.

if an interal shunt is not indicated, treatment of other cerebral conditions such
as pre-operative drainage, intraventricular hemorrhage and post-operative
pressure monitoring may aiso require external drainage to control increased
intracranial pressure.

This device should only be used by a physician or quaiified personnel under the
direction of a physician.

Care must be taken to ensure compliance with the manufacturer's instructions
for use.

Prescription Use Only \F
(Per 21 CFR 801.109)

24
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SCREENING CHECKLIST

FOR ALL PREMARKET NOTIFICATION [510(k)j SUBMISSIONS

s10(k) Number: \(o 30 29 Cl

" The cover letter dedrly identifies the type of 510¢k) submission as (Check the

appropriate box):
ﬁ ~ Special 510(k) . Do Sections 1and 2
a Abbreviated 510(k) - Do Sections 1,3 and 4

0 Traditional 510(k) or no identification provided -

Do Sections

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

1 and 4

———

Present or | Missing or
Adequate | Inadequate

Cover letter, containing the elements listed on page 3-2 of the
Premarket Notification [510)] Manual.

Table of Contents.

Truthful and Accurate Statement.

Device's Trade Name, Device’s Classification Name and
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class I, Class 1, Class I or Unclassified).

Proposed Labeling including the matersal listed on page 3-4 of the
Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in the
premarket submussion.

Substantial Equivalence Comparison, including comparisons of
the new device with the predicate in areas that are listed on page
3.4 of the Premarket Notification [510)] Manual.

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

Identification of legallX marketed predicate device. *

the Act and 21 CFR 807.87 (d).]

Description of the device (or modification of the device) including )
diagrams, engincering drawings, photographs or service manuals.
Compliance with performance standards. * [See Section 514 of 1 -

- -

" Class 111 Ccnific;@n_@ﬁd_Summy. Wik

| Financial Certification or Disclosure Statement for 510(k)
| notifications with a dlinical study. * [See 21 CFR 807.87 (i}]

M

510(K) Kit Certification ***

__MnA

- May not be applicable for Spectal 510(k)s.
- Required for Class [11 devices, only.

- See pages 3-12 and 3-13 in the Premarket Noufication [510)] Manual and the

Convenience Kits Interim Regulatory Guidance.

—0
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Scction 2: Required Flements for a SPECIAL 510(Kk) subnussion:

Present Inadequate

' : ' SR : : : : : B ot Missing

Name and 510(k) numbcr of the submtter s own, unmodlﬁed - \/ - W

' Predlcatc deviee. : : o : !

A description of the modified devlce and a compatison to th(, : J

sponsor’s predicate device. ‘

A statement that the intended use(s) and indications of the ,

modified device, as "described in its labeling are the same as the . Ve

| intended uses and indications for thc subrmtter s unmodified
redicate device. . :

Reviewer’s confirmation that the modification has not altered the
fundamental sc1enuﬁc technology of the subrmtter s predicate

device, .
A Design Control Activities Summasy that includes the following

clements (a-c):
a. Identification of Risk Analysis method(s) used to assess the

impact of the modification on the device and its components, and . /
the results of the analysis. b
b. Based on the Risk Analysis, an idendfication of the required

verification and validation activities, including the methods or L/

tests used and the acceptance criteria to be applied.
. A Declaration of Conformity with design controls that includes /
the following statements: \

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

A statement that the manufacturing facility 1s in conformance
with the design control procedure requirements as specified /
in 21 CFR 820.30 and the records are available for review. '
This statement is signed by the individual responsible for
those particular activities. |

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

r—————

Present Inadequate
__or Missing |

[“ora quhxmsqmn “which relies on a gutdance document and/or
special control(s), a summary report that describes how the

guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If a manufacturer
clects to use an aliernate approach to address a particular nisk,
sufficient detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a - T ]
declaration of conformity [lfor a listing of the required clements
of a declaraion of conformity, SEE Required Elements for a
Declaration of Conformuty o a Recognized Standard, which

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



Records processed under FOIA Request 2014-7598; Released 10/22/14

15 lx)stcd with the 51%])_1)5)11(,15 on the H drive.]

For a submission, which relies on a racogmaed standard without a _
declaration of conformity, a statement that the manufacturer .
‘intends to conform to a recognized standard and that supporting
data will be available before marketing the device.
For a submission, which relies on a non-recognized standard that
has been historically accepted by FDA, a statement that the .
manufacturer intends to conformto a recognized standard and

that supporting data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that -
"1 has not been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device .
and any additional information requested by the reviewer in 'order
to determine substantial equivalence.
| Any additional information, which is not covered by the guldance
document, special control, recognized standard and/or non-
recognized standard, in order to , determine substantial
equivalence. B

- When completing the review of an abbreviated 510(k), please fill out an
Abbreviated Standards Data Form (located on the H drive) and list all the guidance
documents, special controls, recognized standards and/or non-recognized
standards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present Inadequate
or Missing

a) Biocompatibility data for all patient-contacting materials, OR
certification of identical material/formulation:
b) Sterlhzauon and expiration dating information:

DIOCESS

1y validation method of sterilization process
_mi SAL__
___1v) packaging
op

: P"il({llf“;

yji? Tradirional Method or Non-Traditional Method
c) Soltware Documentation:

Items with checks in the “Present or Adeguate” column do not require e additional
information from the sponsor. Items with checks in the “ Missing or Inadequate”
column must be sulyred before substantive review of the docment.

Passed Screening Yes No

Reviewer: b v g A—
Concurrence by Review Branch:

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

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

before our review of your 510(k) submuission ¢an be successfully completed. In developing

 the deficiencies, we carefully considered the statutory criteria as defined in Section 513() of

* the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to respond to
the deficiencies. We believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is being requested that is -
net relevant to the regulatory decision or that there is a less burdensome way to resolve the
~ 1ssues, you shiould follow the procedures outlined in the “A Suggested Approach to
Resolving Least Burdensome Issues” document. It is available on our Center web page at:
http:/ /www fda.gov/cdrh/modact/leastburdensome.html

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REVISED:3/14/95
THE 10 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)

BOILERPLATES TITLED *“DOCUMENTATION" AND MUST BE FILLED OUT WITH -
EVERY FINAL DECISION (SE, NSE, KOT A DEVICE, ETC.).

“SUBSTANTIAL EQUIVALENCE®" (SE)y DECISION MAKING DOCUHEHTA:ION

x 03019 3
Reviewer: TOWGU T (Zal
Division/Branch: OEERRD &SD@-
Device Name: Héfwej N {)Q,u.p@xfwni Csi brw—» 2.

—{ Q¢
Product To Which Compared (510(K} Number If Known): ¥~CL‘1'Z.1 l~+'
\

YES NO
1. Is Product A Device 7 If NO = Stop
2. Is Device Subject To 510(k}? e If NO = Stop
3. Same Indication Statement? v If YES = Go To 5
4. Do Differences Alter The Effect Or If YES = Stop NE
Raige New Issues of Safety Or
Effectiveness?
S. Same Technological Characteristics? - If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? / If YES S S8top SE D
8. New Types Of Safety Or Effectiveness If ygs‘:“gggﬁ'ﬁ%
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. pata Demonstrate Equivalence? . Final Decision:
Note: Iin addition to completing the form on the LAN, "yes" responses to
questions 4, 6, &, and 11, and every "no" response requires an

explanation.

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

2; Device Description: 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. Is the device Ylife-supporting or
life sustaining? Is the device implanted (short-term or long- term)? Does
the device design use software? Is the device sterile? Is the device for
-gingle use? Is the device over-the-counter or preacription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important,

EXPLANATIONS TQ “YES" AND “NO* ANSWERS TO QUESTIONS ON PRAGE 1 AS NEEDED

1. Explain why not a device:
2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device's
indication:

4. Explain why there is or is not a new effect or safety or effectiveness
imsue:

5. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or
effectiveness:

7. Explain how descriptive characteristics are not precise enough:

8. Explain new types of safety or effectiveness guestiong raised or why the
questions are not new:

9. Explain why existing scientific methods can not be used:
10. Explain what performance data is needed:
11. Explain how the performance data demcnstrates that the device is or is

not substantially egquivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Internal Administrati\)e Form

YES

NO

N ol

Did the firm request expedited review?
Did we grant expedited review?

w

Have you verified that the Document is labeled Class 1l for GMP

purposes?
If, not, has POS been notified?

Is the product a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CORH?

RN G

9.

Are you aware that this device has been the subject of a prewous NSE
decision?

If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10.Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission fo proceed with the

review? (Blue Book Memo #191-2 and Federal Register 30N0332,
September 10, 1991.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LIFESCIENCES CORPORATION
311C Tnterprise Drive « Plainghorvo, NY 08536 « (609) 2750500 » Fux: (609} 275-3684 » hitpy//www.Intezra-1.8.com

Sent via facsimile
301-827-4350

February 24, 2003

Mr. Dwight Yen

Food and Drug Administration

Center for Devices and Radiological Health
9200 Corporate Blvd

Rocloville, MD 20850

Re: Special 510(k) K030289
Hermetic Plus™ External CSF Drainage Systems
Dear Mr. Yen,

In response to our telephone conversation regarding the Special 510(k) for the Hermetic Plus™
External CSF Drainage System, pleasc find below the responses to your questions.

1. Attached is a letter from Integra LifeSciences” General Counsel providing proof of ownership
of the onginal (unmodified) 510(k), number K972994 for the External CSF Drainage
Management Systems.

2. Areport titled Medical Device Risk Analysis Report - INS-8301 and IN5-8302 Hermetic Plus
Improvements is attached. This report summarizes the medical device risk assessment for the
family of external drainage systems which includes the Hemetic Plus™ External CSF
Drainage Systems and is based uwpon the modifications made to the Hermetic Plus™ systems.

If you have any further questions, please do not hesitate to contact me at 609-936-2397 or by

Tacsimile at 609-275-9445.

Sincerely,

Aorna frdass aas

Donna R. Wallace
Director, Regulatory Affairs

Afttachments 3 pages

Hermetic Plus™ Extornal CSF Drainage Systema / J

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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311C Enterprise Diive » Plainsboro, NJ 08536 w (609) 936-2238 ¢ Fax: (689) 275-9006 ¢ www Integra-LS.com
February 24, 2003

Bv Fax 301-827-4350

Mr. Dwight Yen

Center for Devices and Radiological Health
United States Foad and Drug Adininistration
9200 Corporate Boulevard

Rockville, MD 20850

Re: Response to questions regarding review of Special 510K K 030289
Dear Mr. Yen:

I write in résponse to the question raised during the review of the Special 510K-K030289 regarding
ownership by Integra LifeSciences Corporation of the original (unmodified) S10(K) K 972994, External
CSF Drainage Management System, cleared on November 3, 1997.

Integra LifeSciences Corporation currently is the owner of the above-referenced 510(k) file. Pursuant to
an Asset Purchase Agreement dated March 29, 1999, two subsidiaries of Integra LifeSciences
Corporation acquired substantially all of the assets of the Neurocare Group of companies from Heyer-
Schulte NeuroCare, L.P, and Neuro Navigational L.L.C. Included among those assets were all regulatory
filings made with any governmental agency, incinding, but not limited to, FDA, as well as al] approvals
and clearances from any governmental agency (again, including, but not limited to, those from FDA). As
a result, the original (unmodified) 510(k) file was part of the assets sold to the [ntegra companies. The
closing on the transactions that were the subject of the Asset Purchase Agreement took place in April
1999. In 2001, Integra merged the subsidiaries that were parties to the Asset Purchase Agreement with
and into Integra LifeSciences Corporation. As a result of that merger, Integra LifeSciences Corporation
became the owner of the original (uamodified) 510(k) file. FDA was notified in writing of the change in
ownership of these companies,

[f you have any questions about the ownership of this 510(k) file, please call me.

Sincerely,

£

Richard Gorelick
Vice President and General Counsel

cc D. Wallace

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

Date:  February 21, 2003

To: Donna Wallace ~ Directer ot Regulatory Affairs

From: KA Winsley — Senior Product Development Manager C}{})\,QNV Q A w U«»Op—"“

Medical De\?ice Risk Analysis Report — INS — 8301 & INS ~ 8302 Hermetic Plus
Improvements

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DETARTAMEN T OF AT TH & T AT sl ivic by Pablic et ser e

Foodand Uiy, Admmisuation

o - { JMCIllormldULll
From: _ Qicw,wcr(q) Name(s)_ 1\14\ & \'\ '\ - o
Subject: 510k} Number " - - J( l\ 5 g 5 Of

To:  The Record - Itis my recommendation that the subject 5 I_O(k) Notification:

CIRefused to accept.
[IRequires additional information (other than refuse to accept).
Is substantially equivalent to marketed devices.

[INOT substantially cquivalent to marketed devices.

e Novo Classification Candidate? Clvis BENE
L Owher (oo exempt by repulation, not a device duplicate, et
[5 this deviee subject to Postmarket Surveillanee? BARES 2GS
Is this deviee subjeet to the Tracking Regulation” Livis ZENE
Was clinical data necessary to support the review ol this 510(k)7 [ Ivis NO
Is this o prescripuon deviee? 9 CES Ll no

Wis this STOK) reviewed by a Third Party? S\/c\ Q/N()
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