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SEP 8 1999

Attachment VI: Summary of Safety and Effectiveness Information [510(k) Summary]

SUBMITTER: Radionics Inc,
76 Cambridge Street
Burlington, MA 01803
Tel.: (781) 272-1233
Fax: (781) 272-2428

Contact: Kevin J. O’Connell

Regulatory Engineer
PROPRIETARY NAME: Radionics XDC Ventricular Catheter
COMMON OR USUAL External Drainage Ventricular Catheter

NAME:

CLASSIFICATION CODE:  Shunt, Central Nervous System and Components
21 CFR, Section: 882.5550

PREDICATE DEVICE: Clinical Neuro System’s MoniTorr ICP™ Ventricular Catheter,
K922941
Medtronic Becker EDM Ventricular Catheters, 510(k) unk

DESCRIPTION: The External Drainage Ventricular Catheter consists of a barium
impregnated silicone tubing with flow holes at the distal end and
a luer lock connector for attachment to an external drainage
system. It is provided sterile for single use only.

INTENDED USE: As the proximal component for CSF drainage or monitoring
from the lateral ventricles of the brain.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Rockville MD 20850

SEP 8 1999

Mr. Kevin J. O’Connell
Regulatory Engineer

Radionics, Inc.

22 Terry Avenue

Burlington, Massachusetts 01803

Re: K992379
Trade Name: Radionics XDC Ventricular Catheter
Regulatory Class: II
Product Code: JXG
Dated: July 15, 1999
Received: July 16, 1999

Dear Mr. Q’Connell:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that
have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for
annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration. '

If your device is classified (see above) into either class II (Special Controls) or class 111
(Premarket Approval), it may be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of Federal Regulations, Title 21,
Parts 800 to 895. A substantially equivalent determination assumes compliance with the
current Good Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS) for Medical Devices: General regulation (21 CFR Part 8§20) and that,
through periodic (QS) inspections, the Food and Drug Administration (FDA) will verify
such assumptions. Failure to comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements concerning your device in the
Federal Register. Please note: this response to your premarket notification submission does
not affect any obligation you might have under sections 531 through 542 of the Act for
devices under the Electronic Product Radiation Control provisions, or other Federal laws or
regulations.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Page 2 — Mr. Kevin J. O’Connell

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 809.10 for in vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4595. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CFR 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

,E Celia M. Witten, Ph.D., M.D.
Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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2.0 ODE Indications Statement:

Page 1 of |
510(k) Number (if known): K44 2574

Device Name: Radionics XDC Ventricular Catheter

Indications for use: As the proximal component for CSF drainage or monitoring from the lateral
ventricles of the brain.

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

Jousoo

(Division $ign-Off) { ,
‘5’2“3?:':?)}.;&“"""‘“'“"”“ £292377

PRESCRIPTION USE X OR Over-The-Counter Use

(Per 21 CFR 801.109

(Optional Format 1-2-96)

.. Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
Radionics XDC Ventricular Catheter 5 10(k) Page # 4
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Rockville MD 20850

SEP 8 1999

Mr. Kevin J. O’Connell
Regulatory Engineer

Radionics, Inc.

22 Terry Avenue

Burlington, Massachusetts 01803

Re: K992379
Trade Name: Radionics XDC Ventricular Catheter
Regulatory Class: II
Product Code: JXG
Dated: July 15, 1999
Received: July 16, 1999

Dear Mr. O’Connell:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate commerce prior to

May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that
have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for
annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class I1I
(Premarket Approval), it may be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of Federal Regulations, Title 21,
Parts 800 to 895. A substantially equivalent determination assumes compliance with the
current Good Manufacturing Practice requirement, as set forth in the Quality System
Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and that,
through periodic (QS) inspections, the Food and Drug Administration (FDA) will verify
such assumptions. Failure to comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements concerning your device in the
Federal Register. Please note: this response to your premarket notification submission does
not affect any obligation you might have under sections 531 through 542 of the Act for
devices under the Electronic Product Radiation Control provisions, or other Federal laws or
regulations.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 [
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Page 2 — Mr. Kevin J. O’Connell

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 809.10 for in vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4595. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitled, "Misbranding by reference to premarket
notification" (21 CFR 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

St s

,@ Celia M. Witten, Ph.D., M.D.
Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 }
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2.0 ODE Indications Statement:

Page 1 of 1
510(k) Number (if known): _ K44 A% 74

Device Name: Radionics XDC Ventricular Catheter

Indications for use: As the proximal component for CSF drainage or monitoring from the lateral
ventricles of the brain.

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

lousoo

(Division $ign-Off) {

Dmsuon General Restorative Devices )

510{k) Number [4(79 23 7;
PRESCRIPTION USE X OR Over-The-Counter Use

(Per 21 CFR 801.109

(Optional Format 1-2-96)

. uestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 )>
Radionics XDCOVentncular Catheter 5 l (k) Page # 4



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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_ Food And Drug Administration

rom: Reviewer(s) - Name(s) ;79/\/ I E /L/to"rz.(/ g Memoran
~ Subject: 510(k) Number ]< q q Z 5 7 q
To: The Record - It is my recommendation that the subject 510(k) Notification:

[CIRefused to accept.

dRequires additional information (other than refuse to accept).

[ Accepted for review

Is substantially equivalent to marketed devices. ‘
(CINOT substantially equivalent to marketed devices.
De Novo Classification Candidate? - LIves O ~o

[(dOther (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? (dvEs % NO
Is this device subject to the Tracking Regulation? dvyEes NO
Was clinical data necessary to support the review of this 510(k)? (dvYEs daNO
Is this a prescription device? MYES O Nno
Was this 510(K) reviewed by a Third Party? Clves éf NO

— Special 510(k)? ' Oves NO

Abbreviated 510(k)? Please fill out form on H Drive dvEs NO

This 510(k) contains:

Truthful and Accurate Statement []Requested M Enclosed
(required for originals received 3-14-95 and after)

A 510(k) summary OR [JA 510(k) statement
[ The required certification and summary for class Il devices N A
IXI The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin O yes (QI NO

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[0 No Confidentiality [ Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
JIX( B4l 10 He 44 (Mvn 1L
Review: M i&{ Q/,/ﬂ}\@) A (dr> D(S lg /Z,é/ﬁ

(Branch Chief) 7 (BrAath Code) (Kate)
~ Final Review: C/OjQQ/ PV 9/6 /9?
(Division b%clor) J (Date)
Revised:6/2//98  qestions? Qontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 \// ‘
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Screening Checklist
For all Premarket Notification 510(k) Submissions

Device Name:

Yo, Venbrewlar Cabhekae

K 442514

Laduonic &

Submitter (Company):

items which should be included:
(circle missing & needed information)

v IFITEM

1. Cover Letter clearly identifies Submission as:
a) “Special 510(k): Device Modification”

b) “Abbreviated 510(k)"

c) Traditional 510(k)

A T
B R
B A
S R D
P
E E |
v T
C
: | i
A o
‘: T N
E
D
YES

GOTO#
245

2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIQNS TR e
Financial Certification or Disclosure Statement for 510(k)s with a Qly YES NO
Clinical Study 807.87(i)
SPECIALS ABBREVIATED TRADITIONAL AND IS
YES MISSING

£ .
a) trade namfe, classification ééme, establishrdent registration
number, devicgclass

b) OR a statement that the device is not yet classified

c) identification of legally marketed equivalent device

d) compliance with Section 514 - performance standards

e) address of manufacturer

f) Truthful and Accurate Statement

g) Indications for Use enclosure

h) SMDA Summary or Statement (FOR ALL DEVICE CLASSES)

i) Class Il Certification & Summary (FOR ALL CLASS /il DEVICES)

j) Description of device (or modification) including diagrams,
engineering drawings, photographs, service manuals

k) Proposed Labeling:

i) package labeling (user info)

i) statement of intended use

iy advertisements or promotional materials

i}y MRI compatibility (if claimed)

1) Comparison Information (similarities and differences) to named
legally marketed equivalent device (table preferred) should include:

i) Labeling

i) intended use

i) physical characteristics

iv} _anatomical sites of use

V) performance (bench, animal, clinical) testing

vi) _ safety characteristics

m) f kit, kit certification

3. “SPECIALS” - ONLY FOR MODIFICATIONS TO MANUFACTURER’S OWN CLASS Il ,

1l OR RESERVED CLASS | DEVICE

a) Name & 510(k) number of legally marketed
(unmodified) predicate device

b) STATEMENT - INTENDED USE AND INDICATIONS FOR

* If no - STOP not a special :

DCRD for B BivS GER ER g AVCDRHTOCE/DID ar CORH-FOISTATUS@fda.hhs.gov OR 307-796-8118

Page t
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inapplicable requirements or deviations noted
below

iii) An identification, for each consensus standard, of
any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of
any requirements that were not applicable to the
device

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test results
in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Datalinformation to address issues not covered by
guidance documents, special controls, and/or
recognized standards

5. Additional Considerations: (may be covered by Design Controls)

a) Biocompatibility data for all patient-contacting materials,
OR certification of identical material/formulation:

iy component & material

ii) identify patient-contacting materials

iii) biocompatibility of final sterilized product

b) Sterilization and expiration dating information:

i) sterilization method

i)y SAL

iii) packagind

SERRRRRER

iv) specify pyrogen free

v) ETO residues

v,
vi) radiation dose Wi

c) Software validation & verification: AL A
i) hazard analysis I

i) level of concern ¢

iiiy development documentation

!,
iv) certification NH
Items shaded under “NO" are necessary for that type of supmlssion.(Circled items and items with checks
in the “Needed & Missing” column must be submitted befqre/accept of the document.
oyt »%/

Passed S eery‘ g ‘i/Yes No
Date: (41 A4/94

Questions? ACDRMHOCEDID-at-CBRIMF 1
SCRD Tores 102 (v G4/ 13758 11 VEBRHOEEDIE-at CERH-FOIS TATUS@fda.hhs.gov OR 301-796-8118 / Page 3
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REVISED:3/14/95

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

#"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

x 942371

Reviewer: JQ/YL L\L h/\ Ml £ )

Division/Branch: D 61 ZD (7? §D@> )
Device Name: )<I>C; \/Z?V\f7”14LL{&4f' (f;ZfQ%LfEITE

pProduct To Which Compared (510(K) Number If Known) :

YES NO
1. Is Product A Device 1/// If RO = Stop
2. Is Device Subject To 510(k)? L// If NO = Stop
3. same Indication Statement? -p/ If YES = Go To 5§
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To B
safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? 7// If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to

questions 4, 6, 8, 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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Internal Administrative Form

YES NO

1. Did the firm request expedited review?
2. Did we grant expedited review? /
3. Have you verified that the Document is labeled Class llf for GMP

purposes? ,\! A
4. If, not, has POS been notified?
5. |s the product a device? vV
6. Is the device exempt from 510(k) by regulation or policy? \/
7 s the device subject to review by CDRH? \/
8. Are you aware that this device has been the subject of a previous NSE @ \/

decision? ¢
9. 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 o proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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510(k) REVIEW
SUPPLEMENTAL SUMMARY SHEET

510K NUMBER: K992379

MANUFACTURER: Radionics Medical Products, Inc.
DEVICE NAME: XDC Ventricular Catheters
SUMMARY:

The subject of this 510k submission is for the Radionics XDC ventricular catheter
intended to be used as the proximal component of the Radionics XDS External CSF
Drainage and Monitoring System. The Radionics XDS External CSF Drainage and
Monitoring System is currently the subject of 510(k) K992226.

Industry Contact

Kevin O'Connell
Regulatory Engineer
Radionics, Inc.

76 Cambridge Street
Burlington, MA 01803
Tel: (781) 272-1233
Fax: (781) 238-0643

Indications for Use

This 510(k) premarket notification represent a ventricular catheter intended to be used
with an external CSF Drainage and Monitoring System for drainage of CSF from the
lateral ventricles of the brain or monitoring of intracranial pressure (ICP).

Device Description

The ventricular catheter is the proximal component to the external drainage system and
has direct patient contact. The ventricular catheters are supplied in two models
consisting of two different sizes. The XDC-1 has a 2.5 mm diameter lumen and is 20 cm
long and the XDC-2 is 3.0 mm in diameter and 35 cm long. Both models are
manufactured from barium impregnated silicone tubing where the proximal end
consists of a series of circular flow holes (4 rows of 4 each) and a molded bullet shaped
tip. The distal ends of the catheters are connected to the external drainage system using

a luer lock connection. The components and accessories supplied with the catheters
under this 510(k) (K992379) are:

Luer lock connector

Red end cap

Stylet (SST)

Trocar needle

Fixation anchor (silicone)

| O

Questions? Contact FDA/CDRH/OCE/DI|PegeQRiRB-FK?IIIYIUS @fda.hhs.gov OR 301-796-8118
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Labeling

The ventricular catheters are appropriately labeled as sterile, non-pyrogenic and single
use only. Product label includes product and sterile lot numbers, sterilization date and
expiration date. Instructions for use are provide and include relevant warnings,
cautions, and contraindications.

Material Specification

The ventricular catheters represented under K992379 are manufactured from SN
(catheter tubing) and (molded tip) silicone elastomer. The implant material is
the most critical feature of these devices with respect to function and biocompatibility
since this component has direct patient contact, i.e., CSF and brain parenchyma. The
firm reports (page 9 under K992379) that these are the same materials used to
manufacture their Siphon Limiting Device reviewed under K962990. This product
involves the same patient contact therefore no additional data is necessary.

Sterilization

The ventricular catheters are sterilized by Ethylene Oxide to SAL of 10 using a
validation method demonstrating a minimum 6-log reduction of microorganisms at
half dwell time at minimum irocess parameters. The firm reports they will meet

maximum ETO residues of . These values

are the corrected values from original reference as per telecon dated 8/6/99 and
documented by attached fax dated 8/10/99.

The packaging for the device is reported as the same double pouched Mylar/Tyvek
packaging process used for the Radionics Contour Flex valve reviewed under K954285.
Under K954285 the firm validated the packaging for package integrity and sterility
from 4 year accelerated aging under conditions of shipping and handling stresses. The
firm’s 4 year expiration dating is based on this data.

The ventricular catheters are labeled as non-pyrogenic where the endotoxin limit is

reported to be a maximum of [[JSIE] as per telecon dated 8/6/99 and documented
by fax dated 8/10/99.

Device Design 7

The critical features of the ventricular catheters, i.e., material, length, inner lumen
diameter, diameter of drainage holes, number of holes, and hole configuration, are
reported by the firm to be identical to predicate devices (see page 7 under K992379).

Qualification and Performance Testing
The firm references 2 tests conducted on the ventricular catheters: 1) leakage test and 2)
integrity test. Both these tests were performed at the luer lock connection and provided
reasonable results (see Attachment V).

Questions? Contact FDA/CDRH/OCE/DIPag €D 13-FERIZATRUS @fda.hhs.gov OR 301-796-8118 //
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Substantial Equivalence

The Radionics XDC ventricular catheter (K992379) is being compared with predicate
devices including Clinical Neuro Systems MoniTorr System (K920156) and Medtronic
Becker External Drainage and Monitoring System (K984053).

Based on the information provided the Radionics XDC ventricular catheter (K992379)
has the same intended use as the predicate devices identified above. There seems to be
no new technology or safety issues to consider in this design.

It is my recommendation that the Radionics XDC ventricular catheter (K992379) be
found substantially equivalent to predicate devices as a component under 87 JXG, CNS
Fluid Shunt and Components and they be classified under 21 CFR 888.5550 class II.

[ ey W ) el 8li8l9g 2 e
J nine .Morr{g/l(/leé‘l(anical Eng\neer = N
ffice ¢f Device Evaluation g i/ 7/‘/ &
ntey for Devices and Radiological Health |

Questions? Contact FDA/CDRH/OCE/DIDRgeBRI3MHITFIIYS @fda.hhs.gov OR 301-796-8118 : / L
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510Ck) K992379, Radionics XDC External Ventricular Catheter August 10, 1999

Yes, Radionics has submitted a separate 510(k), that is currently under review,, for the
Radionics XDS External Drainage System(K992226).

If you have any additional questions, please feel free to contact me at (781) 272-1233.
Sincerely,
74 - /M

Kevin'J. O’Connell
Regulatory Engineer

™

P 5 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
® Page
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DEPARTMENT OF HEALTH AND HUMAﬁ SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

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

July 16, 1999 Rockville, Maryland 20850
RADIONICS, INC. 510(k) Number: K992379
22 TERRY AVE. Received: 15-JUL-1999
BURLINGTON, MA 01803 Product: RADIONICS XDC
ATTN: KEVIN J. O'CONNELL EXTERNAL
VEENTRICULAR
CATHETER

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 above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

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

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a) (1) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small

Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification
510(k) Regulatory Requirements for Medical Devices" available from DSMA.
If you have other procedural or policy questions, or want information on
how to check on the status of your submission (after 90 days from the
receipt date), please contact DSMA at (301) 443-6597 or its toll-free

number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html
or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer /iS/ﬂ
Premarket Notification Staff

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

-—Radionics Medical Products, Inc. 22 Terry Avenue, Burlington, MA 01803-2516 U.S.A. Tel: (781) 272-1233
Fax: (781) 272-2428

July 15, 1999

Food and Drug Administration

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

9200 Corporate Boulevard

Rockville, Maryland 20850

LY

Re.: Radionics XDC Ventricular Catheters 510(k)

Dear Sir/Madam:
These documents constitute a Premarket Notification [510(k) Notification] relating to the
intention of Radionics Medical Products, Inc. to market Radionics XDC Ventricular

Catheters.

It is our opinion that our product is substantially equivalent to another commercially
— available product described herein, and that the attached documents support this opinion.

Thank you in advance for your consideration of our application. If there are any
questions, please feel free to contact me at: (781) 272-1233.

Sincerely,
Radionics Medical Products, Inc.

2 LD

Kevin J. O’Connell

Regulatory Engineer
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Date of Submission: July 15, 1999

Xs10(k) ] 1DE JprMmA (] PMA Supplement - Regular

[ 510(k) Add1 ] IDE Amendment [ ] PMA Amendment [ ] PMA Supplement -Special

information ] IDE Supplement [ ] PMA Report ] PMA Supplement - 30 day

[J 510(k) - Special [] IDE Report ] PMA Supplement - Panel
Track

X New Device ] Additional or expanded indications [ ] Change in technology, design,
materials or mfg. process

Device Modification

[ JOther reason (speci

[ New device [} Change in design, component, or [J Location change

] withdrawal specification (] Manufacturer

[] Additional or expanded indications ] Software [] sterilizer

[] Licensing agreement [ Color Additive [] Packager

[ Other (specify below): [] Distributor

[] Labeling change:
[] indications [ Process Change: [] Report Submission:
[] Instructions (] Manufacturer ] Annual or periodic
[ Performance Characteristics [ sterilizer ] Post-approval study
[ sheif Life ] Packager [J Adverse reaction
(] Trade Name [ Response to FDA correspondence [] Device defect
[ Other (specify below) (specify below) ] Amendment

) _ [[] Request for applicant hold
] Change n ownership ] Request for removal of applicant hold
[[] Change in correspondent ] Request for extension

] Request to add/delete mfg. site

[] Other Reason (Specify):
[ New device [] Change in: [ Other Reason (Specify):
[ Addition of institution [ Correspondent [ Conditional approval
[C] Expansion/extension of study ] Design [[] Deemed approved
[ IRB certification [] Informed consent [] Deficient final report
[J Request hearing [] Manufacturer [] Deficient progress report
] Request waiver [] Manufacturing [] Deficient investigator report
] Termination of study [ Protocol - feasibility [[] Disapproval
[C] withdrawal of application ] Protocol - other ] Request time extension to respond
[J Unanticipated adverse effect ] sponsor ] Request meeting
] Emergency use ] Report submission: [J 10L submissions only
[[] Emergency use notification [] Current investigator [C] Change in IOL style
[[] Additional information ] Annual progress [] Request for protocol waiver
[] site waiver limit
reached
[] Final
[[] Other Reason (Specify):

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 l f‘)



Product Code: JXG

Records processed under FOIA Request #2016-1099

C.F.R. Section: 882.5550

FDA Document Number:

Classification Panel: Neurology Devices

Product codes of devices to which substantial equivalence is claimed:

[ Class 1
[] Class 111

Summary of, or statement concerning

Device class:

X Class 11
[ Unclassified

safety and effectiveness data:

1. JXG 2. 3. 4, X 510k summary attached
5 6. 7. 8. [ 510(k) statement
Information on devices to which substantial equivalence is claimed:

510(k) Number Trade or proprietary or model name Manufacturer

1. K922941 1. MoniTorr ICP Ventricular Catheter 1. Clinical Neuro Systems.

2. unk 2. Becker EDM Ventricular Catheter 2. Medtronic PS Medical

3. 3. 3.

4. 4. 4.

5. 5. 5.

6. 6. 6.

Common or usual name or classification name: External CSF Drainage and Monitoring System

Trade or proprietary or model name

Model number

1. Radionics XDC™ External Ventricular Catheter 1.

2 2.

3. 3.

4, 4.

5 5.

6 6.

FDA document numbers of all prior related submissions (regardless of outcome):

1. 2. 3. 4, 5. 6.

7. 8. 9. 10. 11. 12.
Data included in submission |:| Laboratory testing [] Animal trials [:I Human trials

Indications (from labeling):

As the proximal component for CSF drainage or monitoring from the lateral ventricles of the brain.

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

Delete

FDA establishment registration # | [X] Manufacturer

1219140 (] Contract manufacturer

FDA Document Number:

l:l Contract sterilizer
[] Repackager/relabeler

Company / Institution name:

Radionics Inc.

Division name (if applicable): Radionics Medical Products Inc.

Phone number (include area code)
( 800) 466-6814

Street address: 22 Terry Avenue

FAX number (include area code)
((781) 238-0643

City: Burlington State / Province: MA Country: US ZIP / Postal Code: 01803
Contact name: Kevin J. O’Connell

Contact title: Regulatory Engineer

[] Original FDA establishment registration # | [[] Manufacturer [] Contract sterilizer
Oaad OO [] Contract manufacturer | [] Repackager/relabeler
Delete

Company / Institution name:

Division name (if applicable):

Phone number (include area code)

«C )

Street address: FAX number (include area code)

C )
City: State / Province: Country: ZIP / Postal Code:
Contact name:
Contact title:
] Original FDA establishment registration # | [_] Manufacturer [] Contract sterilizer
OJadd [ (] Contract manufacturer | [[] Repackager/relabeler
Delete

Company / Institution name:

Division name (if applicable):

Phone number (include area code)

()

Street address:

FAX number (include area code)

C )

City:

State / Province:

Country:

ZIP / Postal Code:

Contact name:

Contact title:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Company / Institution name: Radionics, Inc.

! FDA Document Number:

Division name (if applicable): Radionics Medical Products Inc.

Phone number (include area code)
( 800 ) 466-6814

Street address: 22 Terry Avenue

FAX number (include area code)
(781) 238-0643

City: Burlington State / Province: MA

Country: US

ZIP / Postal Code: 01803

Signature: /ﬁ/r e

7
Name: Kevin J. O’Connell

Title: Regulatory Engineer

Company / Institution name:

Division name (if applicable):

Phone number (include area code)

«C )

Street address:

FAX number (include area code)

C )

City: State / Province:

Country:

ZIP / Postal Code:

Contact name:

Contact title:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 20
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Center for Devices and Radiological Health
Premarket Notification for 510(k)

Refuse to Accept Checklist
(Revised 3-14-95)

K Date DMC Received

Device Trade Name: Radionics XDC Ventricular Catheter

Reason for 510(k): New device

Division/Branch: Neurology

Administrative Reviewer Signature: Date

Supervisory Signature Date

Did the firm request expedited review? Yes X No
Did we grant expedited review? Yes No

Truthful and accurate statement enclosed ? X Yes No

(If Not Enclosed, Must Be A Refuse To Accept Letter)
Required For Originals Received 3/14/95 And After

accepted refuse to accept

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 m
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Yes
Present
Omission

Justified

No
Inadequate
Omitted

I. Critical Elements:

A.

Is the product a device?

B.

Is the device exempt from 510(k) by regulation or
policy?

C.

Is the device subject to review by CDRH?

D.

(I) Are you aware that this device has been the subject
of a previous NSE decision?

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

(I) Are you aware of the submitter being the subject
of an integrity investigation?

If yes, consult the ODE Integrity Officer

(i1) Has the ODE Integrity Officer given permission
to proceed with the review? (Blue Book Memo
#191-2 and Federal Register 90N-0332, September
10, 1991.)

NA

Does the submission contain the information required
under Sections 510(k), 513(f), and 513(I) of the
Federal Food, Drug, and Cosmetic Act(Act) and
Subpart E of Part 807 in Title 21 of the Code of
Federal Regulations?:

1. Device trade or proprietary name

pg. 5

2. Device common or usual name or classification
name

pg. 5

3. Establishment registration number (only applies if
establishment is registered)

pg. 5

4. Class into which the device is classified under (21
CFR Parts 862 to 892)

pg. 5

5. Classification Panel

pg. 5

6. Action taken to comply with Section 514 of the
Act

7. Proposed labels, labeling and advertisements (if
available) that describe the device, its intended
use, and directions for use (Blue Book Memo
#091-1)

Attachment III

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Yes No
Present Inadequate
Omission Omitted
Justified
8. A 510(k) summary of safety and effectiveness or Attachment VI
a 510(k) statement that safety and effectiveness
information will be made available to any person
upon request
9. For class III devices only, a class III certification NA
and class [II summary
10. Photographs of the device NA
11. Engineering drawings for the device with Attachment II
dimensions and tolerances
12. The marketed device(s) to which equivalence is Attachment IV
claimed including labeling and description of the
device
13. Statement of similarities and/or differences with pp. 7-911
marketed device(s)
14. Data to show consequences and effects of a NA
modified device(s)
15. Truthful and accurate statement pg. 3
Additional Information that is necessary under 21 CFR
807.87(h):
A. Submitter’s name and address pg. 5
B. Contact person, telephone number and fax number pg. 5
C. Representative/Consultant if applicable
D. Table of Contents with pagination X
E. Address of manufacturing facility/facilities and, if pe. S,

appropriate, sterilization site(s)

Attachment [

Additional Information that may be necessary under 21
CFR 807.87(h):

A. Comparison table of the new device to the marketed pp. 7 -8
device(s)
B. Action taken to comply with voluntary standards NA
C. Performance data NA
1. marketed device NA
bench testing NA
animal testing NA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Yes No
Present Inadequate
Omission Omitted
Justified
clinical data NA
2. new device X
bench testing Attachment V
animal testing NA
clinical data NA
D. Sterilization information Attachment I
E. Software information NA
F. Hardware information pp. 5-6
G. Ifthis 510(k) is for a kit, has the kit certification NA
statement been provided?
H. Is this device subject to issues that have been X
addressed in specific guidance document(s)?
If yes, continue review with checklist from any
appropriate guidance documents.
If no, is 510(k) sufficiently complete to allow X
substantive review?
1. Other (specify)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Radionics XDC Ventricular Catheter
510(k)

Radionics Inc.

76 Cambridge Street
Burlington, MA 01803
Phone: (781) 272-1233

Fax: (781) 272-2428

Date: July 15, 1999

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 2(
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Table of Contents
Page
Truthful and Accurate Statement 4
ODE Indications Statement 5
Device Name 6
Establishment Registration 6
Classification Information 6
Information Relating to Performance Standards and Special Controls 6
Sterilization Information 6
Description of the Device 6
Proposed Labels/Labeling 7
Packaging Integrity/Expiration Date 7
Commercially Available Device Information 7
Comparison to Commercially Available Device 7
Determination of Substantial Equivalence 7
Summary of Safety and Effectiveness 9
Confidentiality Certification 9
Attachments
[. Sterilization Information
II. Confidential Engineering Drawings
III. Proposed Labels/Labeling
IV. Commercially Available Device Information
V. Mechanical Test Results
VI. Summary of Safety and Effectiveness
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1.0 Truthful and Accurate Statement:

Radionics XDC Ventricular Catheter

Truthful and Accurate Statement
(As Required by 21 CFR 807.87(j))

I certify that in my capacity as Regulatory Engineer for Radionics, Inc., that I believe to the
best of my knowledge, all data and information submitted in the premarket notification are
truthful and accurate and that no material fact has been omitted.

VTS

Kevind, O’Connell

7//{ Sy

Date

K292%74

[Prerﬁarket Notification (510(k) Number]

Radionics XDC Ventricular Catheter S IO&k) Page #3 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-81 1§ -
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2.0 ODE Indications Statement;:

Page 1 of |
510(k) Number (if known): _ K44 2574

Device Name: Radionics XDC Ventricular Catheter

Indications for use: As the proximal component for CSF drainage or monitoring from the lateral
ventricles of the brain.

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

PRESCRIPTION USE X OR Over-The-Counter Use

(Per 21 CFR 801.109

(Optional Format 1-2-96)

Radionics XDC Ventricular Catheter 510(k) % 2 8/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-811 -
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3.0 Regulatory Information:

3.1 Device Name

Classification: Shunt, Central Nervous System and Components
Common/Usual: External Drainage Ventricular Catheter
Proprietary: Radionics XDC Ventricular Catheter

3.2 Device Sponsor

Manufacturer Radionics, Inc.
and 76 Cambridge Street
Owner Burlington, MA 01803

Person to contact regarding questions about this 510(k) Notification:

Kevin J. O’Connell
Regulatory Engineer
Radionics Inc,

76 Cambridge Street
Burlington, MA 01803
Tel.: (781) 272-1233
Fax: (781) 238-0643

3.3 Establishment Registration Number: 1219140

3.4 Classification: The classification of the Radionics XDC Ventricular Catheter is Class I, as

per Title 21 of the Code of Federal Regulations, Section 882.5550: Central nervous system
fluid shunt and components.

3.5 Performance Standards: No performance standards applicable to external drainage
ventricular catheters have been established by the Food and Drug Administration.

4.0 Sterilization Information: The Radionics XDC Ventricular Catheter will be provided to the user
sterile. See Attachment I for sterility information.

5.0 Description of the Device: The Radionics XDC Ventricular Catheter (XDC) is intended to be used
as the proximal component for CSF drainage or monitoring from the lateral ventricles of the brain.

The XDC is manufactured fro. o
F) rh -)-

B I 1hc distal end of the tubing will accept a luer lock connector that

Radionics XDC Ventricular Catheter 5 10g<) Page #5 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-811
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is supplied with the system. The luer lock connector enables connection to a CSF drainage system.
A red end cap is included to allow for temporary closure of the catheter.

A stainless steel stylet is included with the XDC to aid in inserting the catheter. The XDC-2 also
includes a trocar needle to allow tunneling of the catheter under the scalp, and a silicone fixation
tab to secure the catheter in place. The tab is made from the same barium impregnated silicone as
the tubing.

Confidential engineering drawings can be found in Attachment I

6.0 Proposed Labels/Labeling: A draft of the Instructions for Use and product labels can be found in
Attachment III.

7.0 Packaging Integrity/Expiration Date: The product will be packaged using two heat sealed pouches,
one within the other. Each pouch will be constructed of Tyvek/Mylar, a well recognized medical
grade pouch construction to ensure sterility of the contained product (see attachment II for a
drawing of the pouches). This is the same packaging material and process that has been validated
for other Radionics products, such as the Contour Flex Valve cleared via K954285. For that
submission, a validation was performed to confirm the package integrity and product sterility after
4 years of accelerated aging, shipping stress, and handling stress. Since, the XDC will also be

packaged using the same process and tyvek pouches the package labels will reflect a 4 year
expiration date.

8.0 Commercially Available Device Information: The Clinical Neuro System’s MoniTorr ICP™
Ventricular Catheter was cleared via 510(k), K922941, on August 26, 1992. The 510(k) that covers
the Medtronic Becker EDM Ventricular Catheters is not known. Additional information on these
devices can be found in Attachment IV.

9.0 Comparison to Commercially Available Device(s): A comparison of Radionics XDC Ventricular
Catheter to Clinical Neuro System’s MoniTorr ICP™ Ventricular Catheter and Medtronic Becker
EDM Ventricular Catheters follows:

Radionics XDC Ventricular Catheter 5 IOI(-lk) Page #6 Bb
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-811
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Radionics XDC Ventricular CNS MoniTorr ICP Medtronic Becker EDM
Catheters Ventricular Catheters Ventricular Catheters
K922941
Indications As the proximal component for | As the proximal component for | As the proximal component for
CSF drainage or monitoring from | external CSF drainage and CSF drainage and/or monitoring
the lateral ventricles of the brain. | monitoring from the lateral from the lateral ventricles of the
ventricles of the brain. brain.
Dimensions standard (XDC-1) standard standard
diameter: 1.3/2.5 mm diameter: 1.3/2.5 mm diameter: 1.3/2.5 mm
length: 20 cm length: 20 cm length: 20 cm
large (XDC-2) large large
diameter: 1.5/3.0 mm diameter: 1.5/3.0 mm diameter: 1.5/2.8 mm
length: 35 cm length: 35 cm length: 35 cm
Flow Holes
quantity 4 rows of 4 each 4 rows of 4 each 4 rows of 4 each
orientation rows are 90" apart rows are 90" apart rows are 90" apart
diameter standard: 1.27mm standard: 1.0 mm standard: 1.0 — 1.3mm
large: 1.4mm large: 1.4 mm large: 1.3—1.4 mm
Distal tip Smooth bullet shaped barium- Smooth bullet shaped barium- Bullet shaped silicone elastomer
configuration impregnated silicone tip molded | impregnated tip molded to filled with tantalum

to catheter

catheter

Length markers

5,10 and 15 cm from tip

5,7.5, 10, and 15cm from tip

5, 10, and 15c¢m from tip

Proximal end

Luer lock connector and end
plug.

Luer lock connector and end
plug.

Luer lock connector and end
plug.

Radionics XDC Ventricular Catheter 510(k)
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Radionics XDC Ventricular CNS MoniTorr ICP Medtronic Becker EDM
Catheters Ventricular Catheters Ventricular Catheters
K922941
Material: barium impregnated silicone barium impregnated silicone barium impregnated silicone
Accessories
Anchor silicone fixation tab (large only) | silicone fixation tab fixation collar (large only)
Stylet stainless steel stylet stainless steel stylet stainless steel stylet
Trocar large catheter only large catheter only large catheter only

Radionics XDC Ventricular Catheter 5@0¢k)ons? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @ffagbs#Bv OR 301-796-8118
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Determination of Substantial Equivalence: [ref. Office of Device Evaluation (ODE) Blue Book
Memorandum #86-3, Attachment I “510(k) “Substantial Equivalence” Decision-Making Process
(Detailed)”]

New Device (Radionics XDC Ventricular Catheter (XDC)) is Compared to Marketed
Device (Clinical Neuro System’s MoniTorr ICP™ Ventricular Catheter (CVC) and
Medtronic Becker EDM Ventricular Catheters (EDM)).

Does New Device Have Same Indication Statements? Yes, all of the catheters are used
as the proximal component for external CSF drainage or monitoring from the lateral
ventricles of the brain. See previous section.

New Device Has Same Intended Use and May be “Substantially Equivalent”.

Does New Device Have Same Technological Characteristics, e.g., Design, Materials,
etc.? Design: All three systems have a large and standard size catheters, the same
diameter and length tubing, similar arrangement and number of flow holes and a luer lock
connector with cap. The diameter of the flow holes on the XDC large catheters is the
same as the diameter of the flow holes on the CVC large catheters. The diameter of the
flow holes on the XDC standard catheters is within the range of the diameters of the flow
holes of the EDM standard catheters.

Materials: Yes, all of the catheters are manufactured from a barium impregnated
silicone elastomer. The formulation of the silicone for the XDC tubing is [ and

the molded tip is ). These are formulations that were included in the Radionics
Siphon Limiting Device cleared via 510(k) K962990.

Could the New Characteristics Affect Safety or Effectiveness? No. As stated above
all the characteristics can be found in at least one of the predicate devices. In addition
testing was completed to insure that the when the luer connector is attached to the
catheter the junction will withstand 2 Ibs. of force and the red end cap will not leak when

the catheter is pressurized to [ water. A summary of the test and results can be
found in Attachment V.

Substantial Equivalence Determination.

Summary of Safety and Effectiveness Information: Please see Attachment VI:

Confidentially Statement: We consider our intent to market this device to be confidential
commercial information. Radionics has not disclosed the intent to market this device to others

who are not collaborators and consultants. We have taken caution to protect the confidentiality
of our intent.

Radionics XDC Ventricular Catheter 510(k) Page #9
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 %
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Attachments

Attachment I: Sterilization Information

AttachmentII:  Confidential Engineering Drawings

Attachment III:  Proposed Labels/Labeling

Attachment IV:  Commercially Available Device Information

Attachment V:  Test Results Summary

Attachment VI: ~ Summary of Safety and Effectiveness Information [510(k) Summary]

Radionics XDC Ventricular Catheter 510(k) Page # 10 S k“/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Attachment I: Sterilization Information

The XDC will be supplied sterile for single use only. The XDC has been adopted into a
validated sterilization process per the Association of the Advancement of Medical Instruments
(AAMI) Guidelines.

The XDC will be sterilized by:

The following information is provided according to the FDA Sterility Review guide [510(k)
Memorandum #K90-1, dated 2/12/90].

1. METHOD: The method of sterilization of the product is by processing using an ethylene
oxide (ETO) gas cycle.

2. STERILIZATION VALIDATION METHOD: The devices have been adopted into the
current validated sterilization process that results in a minimum l-reduction of
microorganisms at half dwell time at minimum process parametérs.

3. STERILIZATION ASSURANCE LEVEL (SAL): The Sterility Assurance Level (SAL)
for the sterilized product will be 10°,

4, PROPOSED PACKAGING: The product will be placed into two heat sealed pouches,
one within the other. Each pouch will be constructed of Tyvek/Mylar, a well recognized
medical grade pouch construction to ensure sterility of the contained product. This is the

same type of packaging as the commercially available Radionics Contour-Flex Valve
(K954285).

5. RESIDUALS: ETO gas residuals in the validated sterilization process meet the standards
outlined in the Federal Register, Vol. 44, No. 122, June 23, 1978, which follow: EOQ 250
ppm, ECH 250 ppm, and EGly 5000 ppm.

5. PYROGENIC: LAL testing performed on the samples of the validated sterilization
process confirms that the product remains non-pyrogenic as labeled.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 3 (
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Attachment II: Confidential Engineering Drawings

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118 Bg
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Attachment [II: Proposed Labels/Labeling
Radionics®
STERILE|EO
I
IXDC™ Latex Free

[EXTERNAL VENTRICULAR CATHETER, 20cm

I
|
I
| I
| CATALOG No.: XDC-1 PROD LOT: XXXXX |
| Sterile Lot: XX.X.XX  Exp. XX.XX |
| Sterilized (YR-MO-DA): XX/XX/XX I
I I
I |
|
|

| Contents are STERILE and NON-PYROGENIC provided that the package

| integrity is not compromised. CAUTION: United States federal law restricts

| this device to sale by or on the order of a physician.

|Radionics, Inc., P.O. Box 438, 22 Terry Avenue, Burlington, MA 01803, U.S.A|
[(781) 272-1233 |

I®

Radionics® |
STERILE [EO

I
(XDC™ Latex Free
[IEXTERNAL VENTRICULAR CATHETER, 35cm

I
I
I
I |
| CATALOG No.: XDC-2 PROD LOT: XXXXX |
| Sterile Lot: XX.X. XX  Exp. XX.XX |
| Sterilized (YR-MO-DA): XX/XX/XX |
I I
|
I
|
I

I
| Contents are STERILE and NON-PYROGENIC provided that the package

| integrity is not compromised. CAUTION: United States federal law restricts

| this device to sale by or on the order of a physician.

[Radionics, Inc., P.O. Box 438, 22 Terry Avenue, Burlington, MA 01803, US.Al
[(781) 272-1233 |

HI®

The following information will accompany the device as well:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Attachment IV: Commercially Available Device Information

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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“ CSF—EXterﬂaI Drainage and

Monitoring Products
Instructions for Use

Ee——
E MEDICAL'
——

Pudenz-Schulte Medical Corporati \
125-8 Cremona Drive

Goleta, California 93117

(805) 968-1546

(800) 826-5603 USA/Canada

FAX (805} 968-6889

CAUTIUN: UNITED STATES FEDERAL LAW RESTRICTS THE§E DEVICES TO SALE BY
OR ON THE ORDER OF A PHYSICIAN.

Technical information on these products may be obtained from the PS Medical diitaistions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
In your area or by contacting PS Medical directly 10589-2 12/490
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov OR 301-796-8118
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Attachment V: Test Results Summary

Leak Test:

Structural Integrity Test:
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Attachment VI: Summary of Safety and Effectiveness Information [510(k) Summary]

SUBMITTER: Radionics Inc,
76 Cambridge Street
Burlington, MA 01803
Tel.: (781) 272-1233
Fax: (781) 272-2428

Contact: Kevin J. O’Connell

Regulatory Engineer
PROPRIETARY NAME: Radionics XDC Ventricular Catheter
COMMON OR USUAL External Drainage Ventricular Catheter

NAME:

CLASSIFICATION CODE:  Shunt, Central Nervous System and Components
21 CFR, Section: 882.5550

PREDICATE DEVICE: Clinical Neuro System’s MoniTorr ICP™ Ventricular Catheter,
K922941

Medtronic Becker EDM Ventricular Catheters, 510(k) unk

DESCRIPTION: The External Drainage Ventricular Catheter consists of a barium
impregnated silicone tubing with flow holes at the distal end and
a luer lock connector for attachment to an external drainage
system. It is provided sterile for single use only.

INTENDED USE: As the proximal component for CSF drainage or monitoring
from the lateral ventricles of the brain.
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