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Il.  Safety and Effectiveness Summary k 981083

Determination of substantial equivalence ‘ . .
The ICP monitoring device and method were first described in an article published in

1973. Over the years the device has come into widespread use.

Medtronic PS Medical has, with input from neurosurgeons, developed a device design,
which is considered to be equivalent to the predicate Codman External Drainage
System Il (K902257, The Medtronic PS Medical Becker & isa
complete closed system iridicated for the draining and monitoring of CSF flow from the
lateral ventricles or lumban subarachnoid space.
KQ10928 - {isted incoratelly
Medtronic PS Medical considers the Medtronic PS Medical Beck ,
substantially equivalent to the Codman External Drainage System Il (K902257,
K920938), currently in commercial distribution. The predicate device is used for
draining cerebrospinal fluid (CSF) and other fluids of similar physical characteristics as
a means of reducing and controlling increased intracranial volume and pressure when
the insertion of a permanent internal shunt is not needed. A comparison of the Codman
External Drainage System Il and the Medtronic PS Medical Becker EDMS is included in

Tables 1 and 2.

Medtronic PS Medical considers the Becker EDMS to be safe, effective and
substantially equivalent in indications, physical characteristics and performance to the
noted predicate device. Evidence of this is provided in predicate device product
labeling (Attachment 2). :

Device Name
Medtronic PS Medical Becker External Drainage and Monitoring System (Becker

EDMS).

Predicate Device(s) "
Codman Extemal Drainage System Il (K902257, K920938)

Device Description

The Medtronic PS Medical Becker EDMS is indicated for the draining and monitoring of
CSF flow from the lateral ventricles or lumbar subarachnoid space. The Becker EDMS
is substantially equivalent in indications, materials of fabrication, performance
characteristics and design specifications as compared with the predicate device,
Codman Extemnal Drainage System |l.

The materials utilized in the Becker EDMS are not substantially different to those used
in currently marketed products. The Becker EDMS is comprised of a nondistensible
blue striped (proximal end) patient connection line, patient line stopcock, mounting
panel/main system section, three non-latex injection sites, and a removable drainage
bag with approximate volumetric graduations and microbial filter. A graduated 50 cc

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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flow chamber with drip former and conical bottom and locking bracket is included on the
main system section.

A comparison of the Becker EDMS and predicate device is provided in Table 1.

intended Use
The Medtronic PS Medical Becker EDMS will be indicated for use as follows:

“Draining and monitoring of CSF flow from the lateral ventricles or lumbar subarachnoid
space is indicated in selected patients to reduce intracranial pressure (ICP), e.g. pre-
intra- or postoperative; monitor CSF chemistry, cytology and physiology; provide
temporary CSF drainage in patients with infected cerebrospinal fluid shunts. The
monitoring of the intracranial pressure (ICP) is indicated in selected patients with severe
head injury; subarachnoid hemorrhage graded ill, IV or V preoperatively; Reyes
syndrome or similar encephalopathies; hydrocephalus; intracranial hemorrhage or
miscellaneous problems when drainage is to be used as a therapeutic maneuver.
Monitoring can also be used to evaluate the status pre-and postoperatively for space

occupying lesions.”

Draft Medtronic PS Medical product labeling and product literature for the Medtronic PS
Medical Becker EDMS is included (Attachment 1).

Intended Use predicate device
The predicate device Codman External Drainage System Il is indicated for use as

follows:

"Use of the Codman External Drainage System |l is indicated for draining cerebrospinal
fluid (CSF) and other fluids of similar physical characteristics as a means of reducing
and controlling increased intracranial volume and pressure when the insertion of a
permanent internal shunt is not indicated.”

Product literature for the predicate Codman External Drainage System |l is included
(Attachment 2).

Zl.

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

ol

Food and Drug Administration
9200 Corporate Boulevard
FEB 4 1999 Rockville MD 20850

Mr. Jeffrey Henderson

Vice President, Quality
Medtronic PS Medical

125 Cremona Drive

Goleta, California 93117-5500

Re: K984053
Becker External Drainage and Monitoring System
Regulatory Class: II
Product Code: JXG
Dated: November 3 1998
Received: November 6, 1998

Dear Mr. Henderson:

We have reviewed your Section 510 (k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal 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. Jeffrey Henderson

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,
fCelia 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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Device Name: Becker External Drainage and 510(k) Number (if known):
Monitoring System (EDMS) /( 7 g LosT

indications for Use:

"Draining and monitoring of CSF flow from the lateral ventricles or lumbar subarachnoid
space is indicated in selected patients to reduce intracranial pressure (ICP), e.g. pre-
intra- or postoperative; monitor CSF chemistry, cytology and physiology; provide
temporary CSF drainage in patients with infected cerebrospinal fluid shunts. The
monitoring of the intracranial pressure (ICP) is indicated in selected patients with severe
head injury; subarachnoid hemorrhage graded Ilf, IV or V preoperatively; Reyes
syndrome or similar encephalopathies; hydrocephalus; intracranial hemorrhage or
miscellaneous problems when drainage is to be used as a therapeutic maneuver.
Monitoring can also be used to evaluate the status pre-and postoperatively for space
occupying lesions.”

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

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)

7
Frr [ e T2

(Division Sign-Off)

Division of Cardiovascutar, Respiratory,

and Ncurological‘Devioes’
$10(k) Number _ 957577

Over the Counter Use:
or
Prescription 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 97
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Foud And Drug Administration
Memorandum
Date:
From: Document Mail Center (HFZ-401) f S
- IS TR X
Subject: Premarket Notification Number(s): /S0 /o
To: Division Director: N E / D (7 /2 D

The attached information has been received by the 510(k) Document Mail Center (DMC), on the
above referenced 510(k) submission(s). Since a final decision has been rendered, this record is

officially closed.

Please review the attached document and return it to the DMC, with one of the statements
checked below. Feel free to note any additional comments below.

Thank you for your cooperation.

Information does not change status of the 510(k); no other action required by the
DMC; please add to the image file. [THE DIVISION SHOULD PREPARE A
CONFIRMATION LETTER - AN EXAMPLE IS AVAILABLE ON THE LAN (K25). THIS
DOES NOT APPLY TO TRANSFER OF OWNERSHIP. PLEASE BRING ANY TRANSFER

OF OWNERSHIP TO POS ]

Additional information requires a new 510(k) however the information submitted is
incomplete. Notify the company to submit a new 510(k). [THE DIVISION SHOULD
PREPARE THE (K30) LETTER ON THE LAN.]

Additional information requires-a-new 510(k);-please process.-[THIS----~ -
INF OVATION WILL BE MADE INTO A NEW 510(k)].

LY No response necessary (e.g., hard copy of fax for the truthful and accuracy statement or
510(k) statement).

- rL ¢wdlq:/;4 ex J’;,f aé»”ip a.gj . { &

this memorandum. U o

Reviewed by: \;QUJ‘ ;K/( £7 e O %M(/\/ﬂ

, v
Date: {tg’/e-‘)\?/‘D / P ——

This information should be returned to the DMC within 10 working days from the (éafe Of
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‘ = Medtronic PS Medical
Medtronic & 5 Crormona DG

Goleta, CA 93117-5500
internet: www.medtronic.com
February 3, 1999

Telephone: {805) 968-1546
Toll-free: (800) 826-5603

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, MD 20850

Re: 510(k) Amendment K984053- Becker External Drainage and Monitoring System

Dear Mr. Yen:

In response to your telephone communication of February 3, 1999 requesting further
information on the Becker External Drainage and Monitoring System (EDMS), | am
providing the following information.

If you have any questions or require additional information, please call me at (805) 968-
1548 Ext. 1770, or Janet McAuley at Ext. 1773, Fax No. (805) 968-5038.

Sincerely, ey -
rr L]
/ L) o
P
/ - =]
Jeffrey Henderson = =
Vice President, Quality ~ al
= o
i 2 &
jme & ‘
f:-DV\
[ /’_—”
AD

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



Records processed under FOIA Request 2013-6292; Released 10/17/14

Question 1. Please provide an explanation concerning the origin of the Indications for
Use for the Becker EDMS along with any information pertaining to predicate devices
that use equivalent indications. This information is required to specify the reasoning
behind the use of the specific indications listed for the Becker EDMS in comparison to
the general indications listed for devices of a similar type.

Response: Please reference the following Table:

Please note the indications for the intracranial Pressure (ICP) and Monitoring System,
Becker design and the Becker External Drainage and Monitoring System (EDMS) are
the same with the following exception. The Becker EDMS Indications for Use include
the addition of a Grade Ill subarachnoid hemorrhage. A subarachnoid hemorrhage is
graded to denote the severity of the bleeding. Our Medical Monitor determined it
appropriate to add the grade Il hemorrhage to the Indications for Use for the Becker

EDMS.

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

=



Records processed under FOIA Request 2013-6292; Released 10/17/14

Indications

"Draining and monitoring of
CSF flow from the lateral
ventricles or lumbar
subarachnoid space is
indicated in selected patients
to
1. Reduce intracranial
pressure (ICP), e.g. pre-
intra- or postoperative,
2. Monitor CSF chemistry,
cytology and physiology;
3. Provide temporary CSF
drainage in patients with
infected cerebrospinal
fluid shunts.

The monitoring of the
intracranial pressure (ICP) is
indicated in selected patients
with
1. Severe head injury;
2. Subarachnoid
hemorrhage graded ill,
IV or V preoperatively;
3. Reyes syndrome or
similar
encephalopathies;
Hydrocephalus;
Intracranial hemorrhage
Miscellaneous problems
when drainage is to be
used as a therapeutic
maneuver. Monitoring
can also be used to
evaluate the status pre-
and postoperatively for
space occupying
lesions.”

o0k

“Use of the Codman External
Drainage System |l is
indicated for draining
cerebrospinal fiuid (CSF) and
other fluids of similar physical
characteristics as a means of
reducing and controlling
increased intracranial volume
and pressure when the
insertion of a permanent
internal shunt is not
indicated”

The monitoring of the
intracranial pressure (ICP) is
indicated in selected patients
with:

1. Severe head injury;

2. Status pre-and
postoperatively for
space occupying
intracranial lesions

3. Subarachnoid
hemorrhage graded IV
or V preoperatively;

4. Reyes syndrome or

similar

encephalopathies;

Hydrocephalus;

Intracranial hemorrhage

Miscellaneous problems

when ventricular

drainage is to be used
as a therapeutic
maneuver.

Noeo

“The MoniTorr system allows
for drainage and monitoring
of CSF from the lateral
ventricles of the brain and
the fumbar subarachnoid
space in selected patients to
+ reduce intracranial
pressure (ICP),

« to monitor CSF,

» to provide temporary
drainage of CSF in
patients with infected
CSF shunts, and the
monitoring of ICP.”

Draining and monitoring of
CSF flow from the lateral
ventricles or lumbar
subarachnoid space is
indicated in selected patients
to
1. Reduce intracranial
pressure (ICP), e.g. pre-
intra- or postoperative;
2. Monitor CSF chemistry,
cytology and physiology;
3. Provide temporary CSF
drainage in patients with
infected cerebrospinal
fluid shunts.

The monitoring of the

intracranial pressure (ICP) is

indicated in selected patients

with

1.  Severe head injury;

2. Subarachnoid
hemorrhage graded Ili,
IV or V preoperatively;

3. Reyes syndrome or
similar
encephalopathies;

4. Hydrocephalus;

5. Intracranial hemorrhage

6. Miscellaneous problems
when drainage is to be
used as a therapeutic
maneuver. Monitoring
can also be used to
evaluate the status pre-
and postoperatively for
space occupying
lesions.”

+H

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

Food and Drug Administration
9200 Corporate Boulevard

FEB 4 1% Rockville MD 20850

Mr. Jeffrey Henderson

Vice President, Quality
Medtronic PS Medical

125 Cremona Drive

Goleta, California 93117-5500

Re: K984053
Becker External Drainage and Monitoring System
Regulatory Class: II
Product Code: JXG
Dated: November 3 1998
Received: November 6, 1998

Dear Mr. Henderson:

We have reviewed your Section 510 (k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 835. A
substantially equivalent determination assumes compliance with
the current Good Manufacturing Practice requirement, as set
forth in the Quality System Requlation {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. Jeffrey Henderson

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,

t 25;2&74?;/////£
/e e
A+Celia M. Witten, Ph.D., M.D.

Directoer

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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Device Name: Becker External Drainage and 510(k) Number (if known):
Monitoring System (EDMS) /( 7 &p LosT
Indications for Use:

"Draining and monitoring of CSF flow from the lateral ventricles or lumbar subarachnoid
space is indicated in selected patients to reduce intracranial pressure (ICP), e.g. pre-
intra- or postoperative; monitor CSF chemistry, cytology and physiology; provide
temporary CSF drainage in patients with infected cerebrospinal fluid shunts. The
monitoring of the intracranial pressure (ICP) is indicated in selected patients with severe
head injury; subarachnoid hemorrhage graded Iif, IV or V preoperatively; Reyes
syndrome or similar encephalopathies; hydrocephalus; intracranial hemorrhage or
miscellaneous problems when drainage is to be used as a therapeutic maneuver.
Monitoring can also be used to evaluate the status pre-and postoperatively for space
occupying lesions.”

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

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)

T e o T2
P

(Division Sign-Off) '
Division of Cardiovascular, Respiratory,
and Neurological Devices

510(k) Number_ 757 ey 3

Over the Counter Use:
or

Prescription Use:

(Per 21 CFR 801.109)

(optional format 1-2-86)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 977
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Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES

Faod and Drug Administration

Memarandum

From: Reviewer(s) Name(s) S l"S\ 6)7( K \{E/
Subject: 510(k) Number ,2 ) ; S 70 53
To: The Record - It is my recommendation that the subject 510(k) Notification:

O Refused to accept.

u Requires additional information (other than refuse 1o accept).

O Accepted for review .

Is substantially equivalent to marketed devices.
O NOT substantially equivalent to marketed devices.
O Other (e.g., exempt by regulation, not a device,
duplicate, etc.)

Is the device subject to Postmarket Surveillance? ] YES B/NO
Is this device subject to the Tracking Regulation? U ves NO
Was clinical data necessary to support the review of this 510(k)? E/YES @/6
Is this a prescription device? YES U no
Was this 510(k) reviewed by a Third Party? O YES D/r(o
Special OveEs @=NO

Abbreviated [J YES BN/O

This 510(k} contains:

e

VUI and Accurate Statement L] Requested Ei/Enclosed
510(k) summary OR [] A 510(k) statement

[ The required certification and summary for class Il devices

zﬁhe Indication for Use form (required for originals received 1-1-96 and after)

(1 Animal Source Material [] Human Tissue Product [] Human Cell Product [] Human Extraction Product

(Please Check All That Apply)
The submitter requests under 21 CFR 807.95 (doesn’t apply for SE’s):
Material of Biological Origin O YES +NO

Predicate Product Code with Class: Additional Product Code(s) with panel (optional)

20 %G Uass T

(Branch Cl\lef (Branch Code)

Review: WLﬂ ?Q\{ WQL Db 7// 4/ 71
/

(Dat‘e)

Final Review: AW /"W /W /} L }/y/j?

(Date)

(Dividion Director)”
revitdesiensy? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

\N
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510(k) “SUBSTANTIAL EQUIVALENCE"

) DECISION-MAKING PROCESS (DETAILED)
k' Newe Devioc is Comparod te
Markctod Devioc®

7 T . - :
No De the Diffcroncos Akier thue latondod v o :

Indicatien T Ellect (a Doclding, May *Not Sebetaatially
Conslder Lmpact sa Salcty end Equdvelent®
cs Effectivence)?=* Determination

' I No ’
Deseriptive Informatisa New £l Semnc Intendod New Devioe l{as New e ()

sbhowt New oc Markctod Usc and b "Subctantially ) (atndod Usc

Devioe Requested veleot™®
as Neoded
Conld the New De the New Characteristion
B0 Cuarscteriotics Y5 Rutue Mew Types of Selety oi'!?d
Affoct Safety Effectivenox Questioas? e
ar Effoctiveness?
_ No
-
Do Acccpted Sckcatific Methods !
A Exist for Asccerlag E(Cocts of

the New Charscteristies? Ne

v«

Ni
9 Are Peclacwmance Data Avallable Asc Performence Data Avallable g
o Asscss eqdv_dqm!"' \ o Asscis Effocts of New -
Charsct oo
Yes
Yes
Perfocmance
Dot o P«fmm
Requlred Required
e ® |
Performance Deata Damonstrate oo O Perlac Date Deu«wt -
Equivalenee? Yes T I Yes Equlvalcnce? e
No No

(%) J0

310(k) submissions comparc now devices to marketed devices, FOA requests additional infocmatioa if ¢ i i
Y ¢ r ttoa if the cclatioashi
between marketed and “peedicate” (prc-Ameadments or reclassified post-Amendments) devices is unclear. P

“*  This decision is normally based aa descriptive information atone, but fimited testing information is sometimes cequired.

*°* Data may be in the S10(k), other 510(k)s, the Ceater's classification files, or the literatuce,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510K Memo Record

Date: 4 February 1999

To:  The record K984053 .
From: Dwight Yen, Electronics Engineer (HFZ 410)

Subject: Premarket notification from Medtronic PS Medical for the Becker
External Drainage and Monitoring System

Contact: Jeffrey Henderson, VP Quality (805)968-1546 x1770

Description: The Becker External Drainage and Monitoring System (EDMS) is
comprised of a non-distensible blue striped patient connection line,
patient line stopcock, mounting panel/main system section, three non-
latex injection sites, and a removable drainage bag with approximate
volumetric graduations and microbial filter. A graduated 50 cc flow
chamber and locking bracket is included on the main system section.
The EDMS allows connection with intracranial pressure (ICP)
monitoring equipment and other external equipment at the patient
connection line stopcock or at the system stopcock, but these devices are
not included as part of these system.

The original submission (K972559) was reviewed by Megan Moynahan,

in DCRND. The submission was placed on hold on September 19,

1997. Because the sponsor did not respond until November 1998, the

previous submission had closed. The sponsor responded to the 3

questions raised in the deficiency letter.

1. Described all product and process qualification tests and summarize
results.

2. Described shelf life test to establish 5 year date.

3. Described the design of the system to assure that retrograde fluid
flow is not possible.

Additional questions came up in my review of this submission. First,
the indication for use statement was unusually specific for this type of
device. The sponsor had cited specific illness (i.e. sever head injury,
Reyes syndrome). This is different from the predicates. The sponsor
was asked to provide equivalent predicate indication or to provide data
to support this claim (i.e. literature references). The sponsor indicated
that the Medtronic PS Medical Niveau Drainage and Monitoring System
(K983799) has the identical indication. Second, the instruction for use
of the device had an incorrect reference to a drawing. This error could

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:

Materials:

result in an improper use of the device that may cause further injury to
the patient. The sponsor has corrected this error.

The system is used for draining and monitoring of CSF flow from the
lateral ventricles or lumbar subarachnoid space in selected patients to
reduce intracranial pressure (ICP), and to provide temporary CSF
drainage in patients with infected CSF shunts. The monitoring of ICP is
indicated in selected patients with severe head injury, subarachnoid
hemorrhage graded III, IV or V preoperatively, Reyes syndrome or
similar encephalopathies, hydrocephalus, intracranial hemorrhage or
miscellaneous problems when drainage is to be used as a therapeutic
maneuver. Monitoring can also be used to evaluate the status pre- and
post-operatively for space occupying lesions. This is identical to the
Niveau Drainage and Monitoring System (K983799).

The sponsor compared this device to the Codman External Drainage
System II (K902257, K910938). However, the EDMS has modified it’s
intended use/indication for use as described above. In addition, the
system has several design changes. First, a new multi-port stopcock is
designed to provide connection to a pressure transducer. Second, the
location of the anti-reflux valve (or one way valve) is moved from the
top of the drip chamber to the top of the drainage bag. However, the
sponsor explained that the valve is used to allow the drainage bag to be
removed and replaced without the risk of leakage. The valve is not used
to prevent reflux. Retrograde flow is not possible is the device is used as
described in the instruction manual. There is no new issue of safety and
effectiveness. The device is SE to predicates.

Draft package label and instruction for use are provided. The sponsor
has corrected a labeling error that showed the off positions of the
stopcock.

There is no direct patient contact materials in the system. The sponsor
states that the materials used are similar to materials used to fabricate the
predicate Codman External Drainage system. A complete list of
materials used is provided.

"

“ 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Technical: Engineering drawings are provided.
An Indication for use, a 510K Summary, a Truthful and Accurate Statement are provided.

RECOMMENDATION: SE to predicates, 84 JXG Class II.

@\/b lcé(xg &\/‘
Dwight Yen

-1 COR cur u'&—i,‘ SE
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 v
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, H Medtronic PS Medical
M@dt‘mnlc 125 Cremona Drive

Goleta. CA 93117-5500

Internst: www.medtronic.com
February 3, 1999 Telephone; (805) 988-1546

Toll-free: (800) 826-5603

Food and Drug Administration

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

9200 Corporate Blvd.

Rockville, MD 20850

Re:  510(k) Amendment K984053- Becker External Drainage and Monitoring System

Dear Mr. Yen:

In response to your telephone communication of February 3, 1999 requesting further
information on the Becker External Drainage and Monitoring System (EDMS), | am
providing the following information.

If you have any questions or require additional information, please call me at (805) 968-
1546 Ext. 1770, or Janet McAuley at Ext. 1773, Fax No. (805) 868-5038.

Sincerely,

/

-
&
/ .
Jeffrey Henderson

Vice President, Quality

jmc

| ¢

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Question 1. Please provide an explanation concerning the origin of the indications for
Use for the Becker EDMS along with any information pertaining to predicate devices
that use equivalent indications. This information is required to specify the reasoning
behind the use of the specific indications listed for the Becker EDMS in comparison to
the general indications listed for devices of a similar type.

Response: Please reference the following Table:

Please note the indications for the Intracranial Pressure (ICP) and Monitoring System,
Backer design and the Becker External Drainage and Monitoring System (EDMS) are
the same with the following exception. The Becker EDMS Indications for Use include
the addition of a Grade Ill subarachnoid hemorrhage. A subarachnoid hemorrhage is
graded to denote the severity of the bleeding. Our Medical Monitor determined it
appropriate to add the grade |1l hemorrhage to the Indications for Use for the Becker
EDMS.

{

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

<&,

“Dialning

111 and monitoring of
CSF flow from the lateral
ventricles or lumbar
subarachnoid space is
indicated in selected patients
to
1. Reduce intracranial
pressure {ICP), e.g. pre-
intra- or postoperative;
2. Monitor CSF chemistry,
cylology and physiology;
3. Provide temporary CSF
drainage in patients with
infected cerebrospinal
fluid shunts.

The monitoring of the

intracranial pressure (ICP) is

indicated in selected patients

with

1. Severe head injury;

2. Subarachnold
hemorchage graded Itl,
IV ar V precperatively,

3. Reyes syndrome or
similar
encephalopathies;

4. Hydrocephalus;,

5. Intracranial hemorrhage

6. Miscellaneous problems
when drainage is to be
used as a therapeutic
maneuver. Monitoring
can also be used to
evaluate the status pre-
and postoperatively for
space occupying
lesions."

“Use of the Codman External
Drainage System ll is
indicated for draining
cerebrospinal fluid (CSF) and
other fluids of similar physical
characteristics as a means of
reducing and controlling
increased intracranial volume
and pressure when the
insertion of a permanent
internal shunt is not
indicated”

The monitoring of the
intracranial pressure (ICP)is
indicated in selected patients
with:

1. Severe head injury,

2. Status pre-and
posloperatively for
space occupying
infracranial lestons

3. Subarachnoid
hemomhage graded IV
or V precperatively;

4. Reyes syndrome or

similar

encephalopathies;

Hydrocephalus,

intracranial hemomhage

Miscellaneous problems

when ventricular

drainage is to be used
as a therapeulic
maneuver.

~o o

"The MoniTorr system allows
for drainage and moniloring
of CSF from the lateral
ventricles of the brain and
the fumbar subarachnoid
space in selected patients to
o reduce intracranial
pressure (ICP),

« to monitor CSF,

« to provide temaporary
drainage of CSF in
patients with infected
CSF shunts, and the
monitoring of ICP."

“Draining and manitoring of
CSF flow from the lateral
ventricles or lumbar
subarachnoid space is
indicated in selected patients
to
1. Reduce intracranial
pressure (ICP), e.g. pre-
intra- or postoperative;
2. Monitor CSF chemistry,
cytology and physiology;
3. Provide temporary CSF
drainage in patients with
infected cerebrospinal
fluid shunts,

The monitoring of the

intracranial pressure {iCP} is

indicated in selecied palients

with

1. Severe head injury;

2, Subarachnoid
hemorthage graded i,
iV or V preoperatively;

3. Reyes syndrome or
similar
encephalopathies;

4. Hydrocephalus;

5. Intracranial hemorrhage

6. Miscellaneous problems
when drainage is to be
used as a therapeutic
maneuver, Motitoring
can also be used to
evaluate the status pre-
and postoperatively for
space occupying
lesions.”

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

125 Cremona Drive
Goleta, CA 93117-5500 USA

Telephone: (805) 968-1546
January 29, 1999 Toll Free: (800) 826-5603

FAX: (805) 968-688%= - =

(805) m o S

3

“ E; <2

o =] =

Food and Drug Administration i =

Center for Devices and Radiological Health = =

Document Mail Center (HFZ-401) = o

9200 Corporate Blvd. - =
Rockville, MD 20850 2

Re: 510(k) Amendment K984053- Becker External Drainage and Monitoring System

Dear Mr. Yen:

In response to your telephone communication of January 29, 1999 to Janet McAuley,

requesting further information on the Becker External Drainage and Monitoring System
(EDMS), the attached information is provided.

The descriptions of Figure 2.3 and 2.4 on page 28 of 123 of the original submission
were found to be reversed. This error is corrected and a revised page is attached.

L If you have any questions or require additional information, please call me at (805) 968-
1546 Ext. 1770, or Janet McAuley at Ext. 1773, Fax No. (805) 968-5038.

Sincerely,

Sy P

Jeffrey Henderson
Vice President, Quality

jmc

- [3

]
Emmm@
]

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

Patient Line Stapcock

The patient line stopcock is regularly positioned as depicted in Fig 2.

When at “0ff" position:

Fig 2.1: Catheter communicates with patient fine stopcock and patient Jine stopeock injection site {or transducer adapter). This is the regular

setting for system use.

Figg 2.2: Catheter communicates with the main system stopeock only. Catheter does not communicate with patient fine stopcack injection site

{or transducer adapter).

Fig 2.3; Catheter communicates with patient line stopcock (or transducer adapter]. Catheter does not communicate with main system stop-

cock.

Fig 2.4: Catheter does not communicate with patient fine stopoock {or transducer adapter), or main system stopcock.

? Main
om
T Stv:;cock

«—— Patient Line

Patient Line Stopcock I

Injection Sito_f
B (or Transducer
Adapter)

Ta Patient
- lculhotar

21

Fig 2.

®

Off Position

23

24

1/29/99, 2:53 PM

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| K9g4907 5/
- Medtronic PS Medical
A 125 Cremona Drive
Medtronic & Goleta, CA 93117-5500 USA
Telephone: (805) 968-1546

Toll Free: (800) 826-5603

FAX: (805) 968-6889
January 26, 1999

- ey -
[
- b
< 2
A = =
Food and Drug Administration - M
Center for Devices and Radiological Health == o
Document Mail Center (HFZ-401) c‘_% o
9200 Corporate Blvd.
Rockville, MD 20850
Re 510(k) Amendment K984053- Becker External Drainage and Mdnitoring System
Dear Mr. Yen:
In response to your telephone conversation of January 22, 1999 with Janet McAuley,
requesting further information on the Becker External Drainage and Monitoring System
(EDMS), the attached information is provided.
If you have any questions or require additional information, please call me at (805) 968-
‘‘‘‘ 1546 Ext. 1770, or Janet McAuley at Ext. 1773, Fax No. (805) 968-5038.
Sincerely,
Jeffrey Henderson
Vice President, Quality
jme
. \<,\ vy

RN
ﬁm«w
[ ]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Question 1. Provide a rationale why the indications for use for the Becker
system and the predicate system are not identical (the Codman system did not
include monitoring). Or provide an additional predicate system that does include
monitoring.

Response: The following products include monitoring as part of their Indications for
Use:
Clinical Neuro Systems MoniTorr (KS20156)
Intracranial Pressure Monitoring System (K802100)

Please note that although monitoring is not included in the Indications for Use of the
Codman System, attaching monitoring equipment to the Codman System is outlined in
the Instructions for Use (IFU) on page 50 of 123 of the original submission (page 6 of
Codman’s IFU) reference the attached copy on the following page.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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WARNING: Care must be taken to prevent wetting
of the drip chamber sterile vent, since wetting may
alter the pressure setting. If it is suspected that the
vent has become wet, it is recommended that the
tubing and drainage bag be changed immediately
with an 82-1721 or components from an 82-1720.

PRECAUTION: itis recommended that the collec-
tion bag be suspended, rather than be allowed to fe
on a surface during transport. Wetting of the vent
by fluid inside the bag for a prolonged period of ime
may cause air entrapment. This will reduce the
capacity of the bag.

3. Slide the drip chamber arrow to the appropriate
pressure setling in mm HG or cm H,0. Tum the black
scraw clockwise to secure. DO OVERTIGHTEN
THE SCREW, :

NOTE: The pressure setling arrow corresponds to
the fluid outlet at the antirefiux valve within the drip
chamber. The inlet tubing abave the antireflux vaive
has no effect.on the pressura setting because both
sides of the tubing are equidistant to its peak from
the pressure setting arrow. See Figure 6.

4. Rotate both stopcocks to the Drainage Only
Position. See Figure 7.

S. Intracranial pressure monitoring lines (not sup-
plied) attach to the tray stopcock at O or to the
patient line stopcock.

NOTE: The design of the CODMAN External
Drainage System |l permits air to enter at the drip
chamber sterilé vent. This allows setting of the ICP
by means of the drip chamber height and prevents
suction or back pressure from the dawnstream line
or collection bag from affecting the setting. It is
normal to have air in the tubing downstream from
the drip chamber.

6. Prime the system using sterile technique with
sterile physiological saline solution. Flush through to
drip chamber via the patient line LUER-LOK connec-
for or patient stopcock monitoring port. Verity
absence of leaks and free flow of fluid to drainage
bag.

7. Remove the LUER-LOK cap from the female
LUER-LOK cannector of the distal end of the ven-
tricular or lumbar catheter. Attach the connector to
the patient line.

D. Using Pressure Monitoring Equipment

With ICP monitoring equipmant connected to sither
monitoring port, ICP can be monitored with the stop-
cock in either of two positions, as detailed below.

1. ICP can be monitored by tuming the selected
stopcock so the middle leg points towards the
catheter connection, as shown in Figure 8. This
stops the flow of fluld to the collection bag and injec-
tion site. Fluid pressure will transmit only from the
catheter to the monitoring port.

WARNING: With the stopcock in the Monitoring
Only Position, fluid will not drain into the collection
bag. The stopcock should not be left in this position
if shunting is the primary function, Retumn the stop-
cock to the Drainage Only Position (Figure 7).

2. iCP can also be monitored while permitting fluld
to drain into the collection bag. Tum the stopcock so
the middle leg points toward the monitoring port, as
shown in Figure 9.

WARNING: Monitoring ICP with the stopcock In the
Monitoring/Orainage Pasition (Figure 9) may result
in faise ICP readings. Simultaneous dr and
transducer monitoring may result in waveform artl-
facts and artificially low ICP readings as described
by Wilkinson. Alterate ICP drainage and monltor-
ing can be achieved by adjusting the stopcock to
sither the Drainage Only Position (Figure 7) for ICP
drainage or the Monitoring Only Position (Figure 8)
for ICP monitoring.

E. Injection and Sampling

1. \Mﬂ'lm:middlalqg of the paﬁarztostopeoekw
ing away from the monitoring port (Drainage
Position, Figure 7) close the slide clamp

distal of the stopcock. (NOTE: Two slide clamps are
provided if a double-clamping technique is utilized.)

2. Before puncturing the injection site, aseptically
clean the site to pravent possible contamination.
(NOTE: If desired, you can use a small syringe to
remove air trapped in the line before performing the
injection.)

3. Perform the injection, or sampling, as required.
(NOTE: The capacity of the patient line and ventric-

ular catheter, from the injection site to the proximal

tip of the catheter, is approximately 1 cc.)

4. Reapen the clamp(s) after injection or sanpllng
to resume drainage.

F. Flushing the System

Ta flush the system from the stopcock to the collec-
tion bag, tumn the patient stopcock to the Off Position,
so the middle leg points toward the injection site
(Figure 10). Open all clamps. Inject flushing medium
into injection site.

L

Questions? Cor;tact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 misﬁd123



Records processed under FOIA Request 2013-6292; Released 10/17/14

Question 2. Provide a rationale or data relating to the monitoring indication, if it
is clinically meaningful.

Response: Monitoring of the patient’s intracranial pressure (ICP) is accomplished by
connecting a pressure transducer to either the main system stopcock or the patient line
stopcock. There is no clinical significance to using one site over the other it is merely
physician preference and choice of where he/she wishes the monitoring equipment
situated. External Drainage and Monitoring Systems provide a means to access and
drain CSF. They do not provide a reading of ICP without the use of monitoring with a
transducer. Monitoring is used to establish a measurement of ICP to determine if it is
near a pathological or clinically significant level and might require further intervention.

Most often monitoring is used to provide the physician with reading of ICP over time to
establish a record of patient’s condition and progress. Most EDM Systems, Codman,
Holter-Hausner, Clinical Neuro Systems provide instructions for the connection and use
of monitoring equipment.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Question 3. The predicate device has an anti-reflux valve on the drip chamber,
the Becker EDMS has a valve on the drainage bag. Provide a rationale why this
difference is not significant.

Response: The anti-reflux valve is provided on the drip chamber in the Becker
system to allow the bag to be removed and replaced. The discarded bag may be
removed and laid aside without the danger of fluid leakage from the bag. This provides
for ease of use for the hospital staff and avoids the danger of fluid leakage and
contamination concerns.

There is no clinical requirement for placement of the anti-reflux valve on an EDM
System as the design of the system is for it to be set up and used in an upright position
at all times. The Codman system places the anti-reflux valve on the drip chamber, this
may be due to the fact that although replacement drainage bags are available Codman
has the system set up for replacement of the entire drip chamber/ drainage bag
assembly. The Drip chamber, tubing and drainage bag as a unit are designed for
removal and replacement ref. page 51 of 123 of the original submission (page 7 of
Codman’s IFU) reference the copy on the following page. In the event of replacement
of the drip chamber assembly the anti-reflux valve may be better placed on the drip
chamber to avoid the danger of fluid leakage if the assembly were removed and laid flat
during replacement of the component.

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

1
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WARNING: When flushing is completed, retum the
stopcock to the Drainage Only Position (Figure 7).

G. Replacing the CODMAN External
System Il Collection Bag and Tubing Set
{catalog no. 82-1721).

Observe sterile technique during
coflection bag and tubing set.

1.0wudemvenﬁmmuwmshodfwceps.

2. Tum either stopcock to the Off Position
(Figure 10).

3. Disconnect the LUER-LOK between the catheter
and the patient line with a twisting counterclockwise
motion. Discard the old tubing, drip chamber, and
collection bag.

4. Install the new collection bag and tubing set.

H. Repiacing the CODMAN External Drainage
System Il Collection Bag (catalog no. 82-1722)
Observe sterile techinique during replacement of the
collection bag. Refer to the instructions accompany-
ing the replacement bag.

NOTE: A atex injection and sampling site is located
atthe bottom of the collection bag. To allow

from the collection bag, remove this site by cutting
below the clamp using sterile t?ehnique ’

L. Determining the Drainage Rate
1. Measure the fluid in the bag after a predetermined
amount df ime has elapsed.

2, Calculate the drainage rate by dividing the volume
collected by the time elapsed.

Alternate Method

Ta determineithe drainage rate when drainage
volume is small (75 cc or less), follow the procedure
outiined below.

1. Clamp the drainage tubing 2 cm below the drip
chamber.

2. After a predetermined amount of time has elapsed,
measure the fiuid accumulation in the drip chamber
in mitliliters. Do not allow the drip chamber to fill
completely, since this could allow wetting and block-
age of the sterile vent. NOTE: The amount of fluid in
the base of the drip chamber and the 2 cms of
clamped tubing (.5 cc) should not be included in this
measurament.

3. Calculate the drainage rate by dividing the volume
collected by the time elapsed.

replacement of the

LUndanpmembingbdowlndﬁprerb
continue drainage.

WARNING: Care should be taken not to raise or
lower the drip chamber when calculating the
rate.
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Warranty .
Johnson & Johnson Professional, Inc., warrants that
this medical device is free from defects in both
materials and workmanship. THE ABOVE WAR-
RANTIES ARE IN LIEU OF ALL OTHER WAR-
RANTIES EITHER EXPRESS OR IMPLIED,
INCLUDING ANY WARRANTY OF MERCHANT-
ABILITY OR FITNESS FOR A PARTICULAR
PURPOSE. Subtability for use of the medical device
for any surgical procedurs shall be determined by
the user. Johnson & Johnson Professional shaill not

be liable for incidental or consequential damages of
any kind. '

© CODMAN is a registered trademark of Johnson &
Johnson Professional, Inc.

®LUER-LOKis a registared trademark of
Becton, Dickinson, and Co.

® CORD-LOC is a registered trademark of [TW Nexus

YO

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8“28 page 51 of 123
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Question 4.

The IFU appears to provide instructions concerning the use of the

Patient line stopcock and the main stopcock. Provide a rationale for the reviewer
on the description of stopcock use and look into modifying the labeling if there is
a discrepancy that might have a safety issue.

Response:

The stopcocks are clearly indicated with “OFF” and arrows to indicate

which segment is closed to (Off) to fluid flow and which is open to fluid flow (arrows).
This clearly provides visual confirmation for the user. Any perceived inconsistencies in
descriptions are related to the fact that there are muitiple configurations for the stopcock
and also to the natural differences related to the orientation of the stopcock on the

system.

The table below provides the directions outlined in labeling. The Table lists the same
four stopcock configurations, their order is not a discrepancy but due to there position
on the system and orientation to the drainage line.

Figures 2.1 and 3.1 have the same indications
Figures 2.2 and 3.3 have the same indications

Figure 2.3 and 3.4 have the same indications
Figure 2.4 and 3.2 have the same indications

Table

fig. 2.1 shows the orientation of the
stopcock for fluid flow to the patient line
transducer and the main EDMS system
(arrows point toward the system, the
injection site/transducer and the catheter).

fig. 3.1 shows the orientation of the
stopcock for fluid flow to the main system
transducer site and the main EDMS
system (arrows point toward the system,
the transducer site and the catheter/patient
line stopcock).

fig. 2.2 shows the orientation of the
stopcock for fluid flow to the main EDMS
system only (arrows point to the catheter
and system but the Off is toward the
injection site/transducer).

fig. 3.2 shows the orientation of the
stopcock for fluid flow to the main system
transducer only (arrows point to the
transducer and the catheter/patient line
stopcock the Off is toward the system).

fig. 2.3 shows orientation of the stopcock
for no flow to the transducer or the main
EDMS system (the arrows point to the
system and the injection site transducer
but the Off is toward the catheter)

fig. 3.3 shows orientation of the stopcock
for fluid flow to the main EDMS system
only (the arrows point to the system and
the catheter/patient line stopcock but the
Off is toward the transducer)

fig. 2.4 shows orientation of the stopcock
for fluid flow to the injection site only (the
arrows point to the injection site transducer
and the catheter but the Off is toward the
system).

fig. 3.4 shows orientation of the stopcock
for no flow to the injection site or main
EDMS system (the arrows point to the
transducer and the system but the Off is
toward the catheter/patient line stopcock).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The figure on page 26 of 123 of the original submission is a representation of the entire
Becker EDMS system. The figure on page 28 of 123 of the original submission is a
magnified representation of the patient line stopcock. The figure on page 26 identifies
the stopcock and the patient line stopcock injection site (optional transducer adapter
location). This notation is for descriptive purposes to differentiate between the patient
line stopcock introducer and the main system stopcock introducer on the overall system
drawing. These same terms are not used in the magnified stopcock drawings as the
site is specified at the top of the main figure drawing. The rest of the stopcock drawings
are representations of stopcock positions for visual reference. This is clearly stated in

the figure descriptions

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

Food and Drug Administration
Center for Devices and
Radiological Health

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

November 13, 1998 Rockville, Maryland 20850
MEDTRONIC PS MEDICAL 510 (k) Number: K984053
125 CREMONA DR. Received: 06-NOV-1998
GOLETA, CA 93117 Product: BECKER EXTERNAL
ATTN: JEFFREY HENDERSON DRAINAGE AND

MONITORING SYSTEM

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. DPlease 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 submigsion 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 guestions, or want information on
how to check on the status of your submissicn (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
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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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.).

"QUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Reviewer:

Division/Branch:

Device Name:

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

YES NO
1. Is Product A Device If NO = Stop
2. Is Device Subject To 510(k)? If NO = Stop
3. Same Indication Statement? 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 8
safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? 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 = Regquest
Data
11. Data Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to
guestions 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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1. Intended Use:

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 life-supporting or
1ife sustaining? Is the device implanted (short-term or long-term)? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device for home use or prescription 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 TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 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
issue:

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 questions raised or why the

gquestions 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 demonstrates that the device is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions? Contact 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: K
Submitter (Company):
A T
B R
B A
s R D
E E |
c A T
Items which should be included | A 5
(circle missing & needed information) ﬁ T N v IF ITEM
E A 1S
D L NEEDED
YES AND IS

YES | NO [ YES

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

b) “Abbreviated 510(k)”

c) Traditional 510(k)

MISSING

GOTO#
34,5

GO
TO#2
‘] 45

GO TO
#24 |

-
v IFITEM IS
2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS NEEDED
SPECIALS | ABBREVIATED | TRADITIONAL | ANDIS
YES | NO | MISSING

[a) trade name, classification name, establishment registration
number, device class

YES | NO

e i

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

FDA - may be a classification request; see
coordinator

c) identification of legally marketed equivalent device

NA

'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 lll Certification & Summary (FOR ALL CLASS Il DEVICES)

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

k) Proposed Labeling:

i) package labeling (user info)

i) statement of infended use

i) advertisements or promotional materials

i) 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)__If kit kit certification

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

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

b) STATEMENT - INTENDED USE AND INDICATIONS FOR

USE OF MODIFIED DEVICE AS DESCRIBED IN ITS

*Ifno - STOP not a special

DCRD form 102 (rev. 04/13/98 4:19 PM)

Page |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 1/50
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LABELING HAVE NOT CHANGED*
c) STATEMENT - FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT

CHANGED*
d) Design Control Activities Summary

i) 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

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

iii) A declaration of conformity with design controls.

The declaration of conformity should include:

1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.

v IF ITEM
1S
SPECIALS | ABBREVIATED | TRADITIONAL | wepnen
AND IS
YES [ NO | YES [ NO | YES | NO MISSING

4. ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED STANDARDS

a) For a submission, which relies on a guidance f
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

'b) If a manufacturer elects to use an alternate approach

| to address a particular risk, sufficient detail should be

| provided to justify that approach.

' c) For a submission, which relies on a recognized

standard, a declaration of conformity to the standard.

The declaration should include the following:

i) An identification of the applicable recognized
consensus standards that were met

i) A specification, for each consensus standard,
that all requirements were met, except for
inapplicable requirements or deviations noted

below
DCRD form 10:% (rev. 04/13/98 4:19 PM) age 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 iﬁ
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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) Data/information to address issues not covered by
guidance documents, special controls, and/or

rec&gnized standards

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

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

i) component & material

i) identify patient-contacting materials

iii) biocompatibility of final sterilized product

b) Sterilization and expiration dating information:

i) sterilization method

i) SAL

i) _packaging

iv) specify pyrogen free

v) ETO residues

vi) radiation dose

c) Software validation & verification:

) __hazard analysis

i) level of concern

i) _development documentation ;
iv) certification i

ftems shaded under “NO” are necessary for that type of submission. Circled items and items with checks
in the “Needed & Missing” column must be submitted before acceptance of the document.

Passed Screening Yes No Reviewer:
Date: Concurrence by Review Branch:

DCRD form 102 (rev. 04/13/98 4:19 PM) Pa;e 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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KDTASTI T
- Medtronic PS Medical U7
eq 3 125C a Drive o s
’ Medtronlc Gorota, OA 93117-5500 USA ~55 74

Telephone: (805) 968-1546
Toll Free: (800) 826-5603

FAX: (805) 968-6889
November 3, 1998

] . g

ot < o
Food and Drug Administration o o
Center for Devices and Radiological Health , g
Document Mail Center (HFZ-401) RO
9200 Corporate Bivd. - — o
Rockville, MD 20850 C e =
Re:  K972559, Becker External Drainage and Monitoring System 2 =

| Dear Sir or Madam:

In response to your letter dated September 19, 1997 requesting further information on
the Becker External Drainage and Monitoring System (EDMS), we are providing the
following attached response.

If you have any questions or require additional information, please call me at (805) 968-
1546 Ext. 1770, or Janet McAuley at Ext. 1773, Fax No. (805) 968-5038.

Sincerely,

oy P

Jeffrey Henderson
Vice President, Quality

jme

%,W
B

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /l(/l
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Question 2:  Please describe what testing was performed to establish the five year
shelf life.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3 \
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Question 3:  You have not provided adequate assurance that the materials used in
this device will not pose a risk to patients. In order to state that none of the components
of the device are patient-contacting, it is necessary to establish that retrograde flow of
CSF is not possible. There appears to be an anti-reflux valve located at the top of the
drainage bag; however this position of the valve would not preclude retrograde flow from
points more proximal (along the patient connection line, for example). Please clarify
what characteristics of the device design assure that retrograde fluid flow is not
possible.

Please note, the materials used to fabricate the predicate Codman External Drainage
System are not substantially different from those used to fabricate the Medtronic PS
Medical Becker EDMS System.

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

v
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ATTACHMENT A

5

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

OBJECTIVE

ACCEPTANCE CRITERIA

TEST METHODOLOGY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3/\/(
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PROCESS VALIDATION PROTOCOL

FINISHED PRODUCTS DESCRIPTION

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

process oescremion: N

PROCESS OUTPUT DESCRIPTION

PROCESS VALIDATION PROTOCOL

glo

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




Records processed under FOIA Request 2013-6292; Released 10/17/14

PROCESS VALIDATION PROTOCOL

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 37
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ATTACHMENT B

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 b(@
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11 ¢ O

Description
The Becker External Drainage and Monitoring System (Becker EDMS) provides the physician with a complete closed system for:

1. Draining cerebrospinal fluid {CSF) from the lateral ventricles of the brain or the lumbar subarachnioid space.

2. Monitaring CSF pressure and flow rate from the lateral ventricles of the brain and the lumbar subarachnoid space.
The Becker EDMS {Fig 1) consists of a nondistensible biue striped {proximal end} patient connection line, patient line stopcock,
mounting panel/main system section, two latex-free injection sites and a removable drainage bag with appraximate volumetric
graduations and microbial filter.

The main system section located on the mounting panel includes:

1. Mounting bracket for height adjustment of system

2. Optional sel-adjusting cord with lock for adjustment of system height

3. Main system stopcock with optional transducer attachment location

4. Sliding, graduated, 50 cc flow ciamber with drip former and conical bottom, and locking bracket

5. Two drainage line slide clamps for flow monitoring and sampling

6. Small filter vent slide clamp

7. Drainage bag connection line

8. Instructions for use

Indications .
Draining and monitoring of CSF flow from the lateral ventricles of lumbar subarachnaid space is indicated in selected patients to:
1. Reduce intracranial pressure {ICP), e.g., pre-, intra- or postoperative;
2. Manitor CSF chemistry, cytology and physiology.
3, Provide temporary CSF drainage in patients with infected cerebraspinal fluid shunts.
Monitaring of intracranial pressure {ICP) is indicated in selected patients with:
1. Severe head injury
2. Subarachnoid hemorrhage graded H1, IV or V precperatively
3. Reyes syndrome or similar encephalopathies
4. Hydrocephalus
5. Intracranial hemorrhage
6. Miscellaneous problems when drainage is to be used as a therapeutic maneuver.
Monitoring can aiso be used to evaluate the status pre- and postoperatively for space-occupying lesians.

Instructions for Use

Prior to use of the Becker EDMS, it is necessary for the attending physician and ather responsible personnel to familiarize them-
selves with the use and function of the various compenents of the system. The fullowing guidelines have been prepared by Dr.
Danald P. Becker” and his staff.

System Set-Up

The system should be prepared under sterile conditions at least 30 minutes prior to placement of the ventricular catheter or lumbar
catheter. The system should be removed from the opened pouch by an attendant wearing a surgical face mask and sterile gloves.
Check to ensure that ail components are assembied.

CAUTION: CHECK ALL CONNECTIONS TO ENSURE THAT FITTINGS ARE TIGHT AND LEAK-FREE.

A pressure transducer adapter may be attached on the patient ling stepcock or on the main system stopcock. See Figures 2 and 3. If
electronic pressure monitoring equipment is to be used, attach transducer to transducer adapter located on patient line or main sys-
tem stopeock.

NOTE: Transducer adapters and transducers are not included with this system.

To attach a pressure transducer adapter at the main system stopcack, remove red end plug. The plug may then be used to cap a sec-
ondary inlet an the transducer adapter if necessary. To attach a transducer adapter at the patient line stopcock, remove injection
site cap.

The system mounting panel incorporates a hanger hale and braided cord with lock for LV. pole suspension and a panel bracket for
manifold pale clamp mounting if mare rigid mounting is desired. Locate the system mounting panel so that the main system stop-
cock is Jevel with the patient's foramen of Monro or at the level of the exit of the lumbar catheter. Ensure that panel is properly
aligned. The pressure head scales found on the panel label are referenced to zero at the main system stopcock. The main system
stopeock must be correctly aligned with the patient for accurate pressure monitoring.

*This product was developed in cooperation with Donald P. Becker, M.D., Department of Surgery, Division of Neurosurgery, Uni-
versity of California, Los Angeles School of Medicine, Los Angeles, CA 90024.

11179-2B; Eng copy 4 é 06/12/97, 8:51 AM

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

SYSTEM MOUNTING
PANEL

INSTRUCTIONS

FLOW CHAMBER
LOCKING BRACKEY

MICROBIAL FILTER

VENT SLIDE CLAMP

FOR USE PRESSURE

SCALES

STOPCOCK

PATIENT LINE STOPCOCK
INJECTION SITE
{Optional Transducer
Adapter Location}

RED END PLUG

MAIN SYSTEM
STOPCOCK

MAIN SYSTEM ———/

RED END PLUG
{Optional Transducer
Adapter Location)

PATIENT
CONNECTION LINE

Sl CORD LOCK

FLOW CHAMBER °

ARROW
SUDING GRADUATED

DRIP CHAMBER

VENT

SLIDE CLAMP

DRAINAGE LINE
INJECTION SITE

FLOW CHAMBER

CONNECTION LINE

DRAINAGE BAG
CONNECTION LINE

SLIDE CLAMP

MICROBIAL FILTER AND
ORAIN PORT CAP

ONE-WAY VALVE

DRAINAGE BAG

Fig 1.

11179-2B; Eng copy

06/12/97, 8:51 AM

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1§A
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1] ¢ O

Patient Line Stopcock

The patient fine stopcock is regularly positioned as depicted in Fig2.

When at "0ff* position:

Fig 2.1: Catheter communicates with patient line stopeock and patient line stopcock injection site {or transducer adapter). This is the regular

setting for system use.

Fig 2.2: Catheter communicates with the main system stopcock only. Catheter does not communicate with patient line stopcock injection site

lor transducer adapter).

Fig 2.3; Catheter communicates with patient line stopcock (or transducer adapter). Catheter does not communicate with main system stop-

cock.

Fig 2.4: Catheter does not communicate with patient fine stopcock {or transducer adapter}, or main system stopcock.

To Main
System
Stapcock

Patient Line Stopcock I

Injaction Site
{or Trlmducﬁf

Adapter)
To Pationt
lcmlmer
21
Fig 2.
11179-2B; Eng copy 7

*

22

23

06/12/97, 8:51 AM

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

The main system stopcock may be positioned as depicted in Fig3.

When at "0ff" position:

Fig 3.1: Patient line communicates with transducer adapter {if connecte

tem use [drainagel.

Fig 3.2: Patient line communicates with transducer adaj

chamber.

Fig 3.3: Patient line communicates with flow chamber only. Patient line does not communicate with transducer adapter.
Fig 3.4: Patient fine does not communicate with main system stapcock. Patient line does not communicate with flow chamber.

d} and flow chamber. This is the regular setting for sys-

pter (if connected) only. Patient line daes not communicate with flow

Main System
Stopcock

!

Main System
Red End Plug
(Optional Transducer

Adapter Location)

31

Ta Patient
Line Stopcock

Fig 3.

11179-28; Eng copy

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

The flow chamber will communicate with the drainage bag when both slide clamps are open or loasely positioned. This position is
illustrated in Fig 4.1.

The flow chamber will not communicate with the drainage bag when either sfide clamp is closed or positioned to compress and
securely acclude the drainage bag connection fine (Figures 4.2 and 4.3). The sfide clamp position shown in Fig 4.2 is used to
sample CSF from the flow chamber. The slide clamp position shown in Fig 4.3 is used to monitor the flow rate in the graduated
chamber.

Open \

Open

Fig 4.

To Calibrate System

To calibrate the transducer, fotlow the instructions of the transducer manufacturer.

Initial system calibration should be done prior to connecting system to patient.

The system provides several ways to perform the calibration. The transducer located on the patient line stopcack, or an main sys-
tem stopcock, may be referenced to atmospheric pressure through the microbial filter on the flow chamber. This can be done to
zero the transducer.

The flow chamber connection line may be used as a manometer tube. The transducer is then referenced to the saline solution
filled connection line. The saline solution in the connection line can be maintained at a constant height and provides a readily ac-
cessible standard pressure against which to calibrate the transducer.

To set the pressure, align the flow chamber inlet tube with the desired pressure setting on the cm H0 or mm Hg scale. The scale
is lacated on the system mounting panel adjacent to the flow chamber siide. A pressure setting of 27.2 cm H0 ar 20 mm Hg is
recommended for transducer calibration.

To Drain CSF

Open patient line stapcock and main system stopcack to allow fluid to flow from the drainage catheter to the flow chamber. Open
the proximal drainage line siide clamp and the distal drainage fine slide clamp to allow fluid to flow from the flow chamber to the
drainage bag.

CAUTION: THE SMALL FILTER VENT SLIDE CLAMP MUST BE OPEN TO PERMIT DRAINAGE OF CSF.

The amount and rate of drainage will be partially dependent on the system pressure head setting (the height of the flow chamber
arfow relative to the main system. stopcock zero level).

CAUTION: DURING SYSTEM USE WITH THE FLOW CHAMBER SLIDE CLAMP(S) OPEN TO ALLOW FLOW INTO THE
DRAINAGE BAG, FLUID MAY ACCUMULATE IN THE FLOW CHAMBER BEFORE EMPTYING. FLOW MUST BE CARE-
FULLY MONITORED TO PREVENT COMPLETE FILLING OF THE FLOW CHAMBER. IT MAY BE NECESSARY TO MANIPU-
LATE THE DRAINAGE BAG CONNECTION LINE TO RE<ESTABLISH ARAINAGE FROM THE FLOW CHAMBER TO THE
DHAILNTAgEv B:G. COMPLETE FILLING OF THE FLOW CHAMBER WILL PRECLUDE DRAINAGE OF CSF DUE TO WETTING
OF FILTER VENT.

11179-2B; Eng copy 9 ’ 06/12/97, 8:51 AM
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Irrigation, CSF Sampling and Intraventriculer Madication

The system’s latex-free injection sites can be used for several purposes. A 25-gauge needle can be inserted through an

injection site which has been cleaned and disinfected with alcohol. A clogged ventricular catheter may then be irrigated with 0.1
mi of sterile saline. Simitarly, the injection site can be used to withdraw a sample of CSF for labioratory analysis or to inject intra-
ventricular medication.

Volume/Pressure Relationship

A volume/pressure relationship {VPA} can be obtained with the system using the technique described by Miller et al. (32,33, 34,
35), and Manmarou and Stiulman (25). Fill a 1.0 mL syringe with an attached 25-gauge needle with sterile isotonic saline and in-
sert the needli through patient line injection site. Physicians desiring to conduct these studies should be familiar with the tech-
niques as described by Miller et al., and by Mammarou and Shulman.

twho i undergoing extemal drainage and/or monitoring with a Medtronic PS Medical Becker
keptuptight and correctli-aligned with the patient. If it is not possitile for the system to be moved in

B DI

i :
v 10 "0%" (Fig-
o “0f* [Fig 3.4)
A ks 0 initiate. drainage when patient reaches new locati
;| jeks to initiate drainage when patient reaches new lacation,
! D'SLIDE CLAMPS ADJUSTED FOR PRTENT- URNED TO
: PRE-ESTABLISH rmgm YNAND-DRA SEFRILURE TO'PROPERLY
RE‘ADJUSTTHESSTOPCORKS AND SLIDE CLAMPS COULD RESULTIN-UNDER- OR OVERDRAINAGE OF CSF.
CAUTION: FAILURE TO PERFORM STEPS 1-5 ABOVE, MAY RESULT IN IMPROPER VENTING BY FLOW

GHAKMBER MICROBIAL FILTER WHENDRAINAGE 1S RE-ESTABLISHED,

11179-2B; Eng copy " i 06/12/97, 8:51 AM
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" "DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

December 18, 1997

MEDTRONIC PS MEDICAL

125 CREMONA DR.,
UNIVERSITY BUSINESS CENTER
GOLETA, CA 93117

ATTN: RICHARD M. RUEDY

Food and Drug Administration
Center for Devices and

Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401}
9200 Corporate Blvd.
Rockville, Maryland 20850

510(k) Number: K972559

Product: MEDTRONIC PS
MEDICAL BECKER
EXTERNAL
DRAINAGE AND

Extended Until: 19-JAN-98

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

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

withdrawn.

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

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiclogical Health

~
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18(,70




Records processed under FOIA Request 2013-6292; Released 10/17/14

~~ . Medtronic PS Medical
ed & 125 Cremona Drive
M tror“c Goleta, CA 93117-5500 USA
Telephone: (805) 968-1546
Toll Free: (800) 826-5603
: FAX: (805) 968-6889
e December 17, 1997

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Bivd.

Rockville, MD 20850

Subject:

Becker External Drainage and Monitoring System, K972559
Dear Sir or Madam:

PS Medical submitted a Premarket Notification to the Food and Drug Administration on

June 25, 1997. We received a request for additional information datf@d September 19,
1997. We requested an extension to December 19, 1997 for the submiittal of our
response to the questions posed in the September 19 letter. We are still awaiting

receipt of data needed to complete the preparation of the response to your questions.

We would like therefore, to request an additional extension on our time limit for the

presentation of the requested information. If you would keep the Premarket Notification
K972559 open, the response will be forwarded to you by January 19, 1998.
Thank you for your time.

Sincerely,

2 =

1
3=
"j;x

Ay (¥ =
iy — :72
fﬂ%ﬂ‘% o ;E'
- <
o o o
Richard M. Ruedy P o -
Manager Regulatory Affairs - 5

U »

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

)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health .
Dffice of Device Evaluation
Document Mail Center (H¥Z-401)
9200 Corporate Blvd.

November 14, 1997 Rockville, Maryland 20850

MEDTRONIC PS MEDICAL 510(k) Number: K972559

125 CREMONA DR., Product: MEDTRONIC PS
UNIVERSITY BUSINESS CENTER MEDICAL BECKER
GOLETA, €A 93117 EXTERNAL

ATTN: RICHARD M. RUEDY DRAINAGE AND

Extended Until: 19-DEC-97

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

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

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

Sincerely yours,

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

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1\%")
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125 Cremona Drive

Goleta, CA 93117-5500 USA

Telephane: (805) 968-1546

Tol! Free: (800) 826-5603 -
FAX: (805) 968-6889

o November 13, 1997

] Medtronic PS Medical
Medtronic &

Food and Drug Administration
Center for Devices and Radiological Health

- B
Document Mail Center (HFZ-401) > =
9200 Corporate Bivd. 5 <2
Rockville, MD 20850 e = £
. . s £ o«
Subject: Becker External Drainage and Monitoring System, K972559 __,
-
: : 5 Y
Dear Sir or Madam:

PS Medical submitted a Premarket Notification to the Food and Drug Administration on

June 25, 1997. We received a request for additional information dated September 19,
1997. We requested an extension to November 19, 1997 for the submittal of our

response to the questions posed in the September 19 letter on October 16, 1997. We

are in the process of preparing a response to your questions. However, there are still
issues that are being addressed by our medical advisor.

We would like therefore, to request an additional extension on our time limit for the

presentation of the requested information. If you would keep the Premarket Notification
K972559 open, the response will be forwarded to you by December 19, 1997

Thank you for your time.

Sincerely,

Richard M. Ruedy
Manager Regulatory Affairs

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

‘ hhs. 796 _Af
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ﬁEPARIHENT OF HEALTH AND HUMAN SERVICES

Public Health Service

October 20, 1997

MEDTRONIC PS MEDICAL

125 CREMONA DR.,
UNIVERSITY BUSINESS CENTER
GOLETA, CA 93117

ATTN: RICHARD M. RUEDY

Food and Drug Administration

Center for Devices and

Radiological Health

Office of Device Evaluation

Document Mail Centexr (BFZ—-401)

9200 Corporate Blwvd.
Rockville, Maryland 20850

510(k) Number: K972559

Product: MEDTRONIC PS
MEDICAL BECKER
EXTERNAL
DRAINAGE AND

Extended Until: 19-NOV-97

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

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

withdrawn.

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

Sincerely yours,

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

Radiological Health

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

18
-t
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. Medtronic PS Medical
Medtronic

125 Cremona Drive

Goleta, CA 93117-5500 USA

Telephcne: (805) 968-1546

Toll Free: (800) 826-5603
FAX: (805) 968-6889

o October 16, 1997

R

b g

o P
S = i
inistrati P e
Food and Drug Administration S = B
Center for Devices and Radiological Health g - T
Document Mail Center (HFZ-401) = c;-’ e
9200 Corporate Blvd. = 5 e
Rockville, MD 20850 Moo= 1T
© £ ﬁﬁ“”j}
L3 e
Subject: Becker External Drainage and Monitoring System, K973559 -
Dear Sir or Madam:

PS Medical submitted a Premarket Notification to the Food and Drug Administration on
June 25, 1997. We received a request for additionai information dated September 19,

1997. We are requesting an extension to November 19, 1997 for the submittal of our
response to the questions posed in the September 19 letter. We are in the process of

preparing a response to your questions. However, there are still issues that are being
addressed by our medical advisor.

We would like therefore, to request an extension on our time limit for the presentation of
the additional requested information. If you would keep the Premarket Notification
K972559 open, the response will be forwarded to you by November 19, 1997.

Thank you for your time.

Sincerely,

Richard M. Ruedy
Manager Regulatory Affairs

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

A T | '

@ [,
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"suvl(‘“,b"
§ {? DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
3
%
%%'
vara Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

. SEP | 9 1997

Mr. Richard M. Ruedy

Manager, Regulatory Affairs
Medtronic PS Medical

125 Cremona Drive

Goleta, California 93117-5500

Re: K972559
Trade Name: Becker External Drainage and Monitoring System

(EDMS)
Dated: June 25, 1997
Received: July 9, 1997

Dear Mr. Ruedy:

We have reviewed your Section 510(k) notification of intent to market
.2 the device referenced above. We cannot determine if the device is
— substantially equivalent to a legally marketed predicate device based

solely on the information you provided. To complete the review of

your submission, we require that you address the following concerns:

¢
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 $ l
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Page 2 - Mr. Richard M. Ruedy

We believe that this information is necessary for us to determine
whether or not this device is substantially equivalent to a legally
marketed predicate device with regard to its safety and effectiveness.

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

Clinical investigations of this device must be conducted in accordance
with the investigational device exemption (IDE) regulations.

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

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

Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have questions concerning the contents of this letter, please

contact Megan Moynghan at (301) 443-8517. If you need information or
assistance concerning the IDE regulations, please contact the Division

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 185 @
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Page 3 - Mr. Richard M. Ruedy

of Small Manufacturers Assistance at its toll-free number
(800} 638-2041 or at (301) 443-6597, or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

Thomas J. Callahan, Ph.D.

Director

Division of Cardiovascular, Respiratory,
and Neurological Devices

Office of Device Evaluation

Center for Devices
and Radiological Health

3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 188 47
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SEP | 9 91

Mr. Richard M. Ruedy

Manager, Regulatory Affairs
Medtronic PS Medical

125 Cremona Drive

Goleta, California 93117-5500

Re: K972559
Trade Name: Becker External Drainage and Monitoring System
{EDMS)
Dated: June 25, 1997
Received: July 9, 1997

Dear Mr. Ruedy:

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

%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 > W
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Page 2 - Mr. Richard M. Ruedy

We believe that this information is necessary for us to determine
whether or not this device is substantially equivalent to a legally
marketed predicate device with regard to its safety and effectiveness.

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

Clinical investigations of this device must be conducted in accordance
with the investigational device exemption (IDE) regulations.

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

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

Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have questions concerning the contents of this letter, please

contact Megan Moynghan at (301) 443-8517. If you need information or
assilstance concerning the IDE regulations, please contact the Division

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18\:)\ [
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Page 3 - Mr. Richard M. Ruedy

‘ of Small Manufacturers Assistance at its toll-free number
'''''' : (800) 638-2041 or at (301) 443-6537, or at its internet address
"http://www.fda.gov/cdrh/dsmamain.html”.

Sincerely yours,

Thomas J. Callahan, Ph.D.

Director

Division of Cardiovascular, Respiratory,
and Neuroclogical Devices

Office of Device Evaluation

Center for Devices
and Radiological Health

~

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

rﬁ—/
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Page 4 - Mr. REPHRTMBNT PERHFALTH & HUMAN SERVICES

Prepared by:MBMoynahan:jsy: 9/16/97
cc: HFZ-401 DMC
' HFZ-404 510(k) Staff

HFZ-450 Division
D.0.

FILE COPRPY

OFFICE SURNAME 1 opatE OFFICE SURNAME '| DATE OFFICE SURNAME

DATE

L\% (V\D\JL“M),\H ﬂ\\ o

#2450 | Bl |14

U.S. GPO 1986-169-089

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

Memorandum
From: Reviewer(s) - Name(s) “ MU& an (V0 %r nzLL\d.m‘
Subject:  510(k) Number___ K G IS G ,, .
To: The Record - l; | is my recommendation that the subject 510(k) Notification:

0O Refused to accept.

%cquircs additional information (other than refuse to accept). r_,.\ % .
O Accepted for review

O Is substantially equivalent to marketed devices.
[ NOT substantially equivalent to marketed devices.
O Other (c.g., exempt by regulation, not a device, duplicate, etc.)

I's this device subject to Postmarket Surveillance? OYES D{O
Is this device subject to the Tracking Regulation? : UYES W) (9]
_ Wasclinical data necessary to support the review of this 510(k)? OYES ‘Q‘ﬁo
v Is this a prescription device? \U'(ES anNo
Was this 510(k) reviewed by a Third Party? " OYES E‘l(()

This 510(k) contains:

Truthful and Accurate Statement ORequested B/énclosed
equired for originals received 3-14-95 and after)
g:: 510(k) summary OR OJA 510(k) statement iit
U The required certification and summary for class [l devices \3\?
Mhé indication for use form (required for originals received 1-1-96 and after)

The submitter requests under 21 CFR 867.55 fhecsn’t anply for SEsv:

{3 No Cenfidentiality © Confidentiality for 90 days . 2 Continued Confidentiality exceeding 90 days

Predicate Product Code with panel and class:  Additional Product Code(s) with panel (optional):

— —

Review:
(Branch Chief) {Branch Code) (Date)

— Final Review: Qﬁ’\ rl PZ‘V_ ?//‘;/?7

Revised: l(})_g?):?éé)nig’.}‘Sé%ﬂt?étrﬁgﬂféD‘RH/{)CE/[JD at CDRH-FOISTATUS@fda.hhs gov ¢Da@d)796-81 183B f‘ J
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510(k) REVIEW
K972559
Compahy Name: Medtronic PS Medical
Device Name: Becker External Drainage and Monitoring System
1. Life supporting or life sustaining? No.
2. Implant (short-term or long-term)? Components may make contact with
CSF (see QUESTION 3)

3. Software driven? No.
4. Devices to which equivalence is claimed: Codman External Drainage System

(K902257 and K910983). Review
will also compare to Medtronic PS
Medical Becker Drainage System
and Clinical Neuro Systems
MoniTorr External Drainage System

(X920156).
5. Submission provides:

a. comparative specifications? Yes.

b. performance testing? Yes.

c. summary of animal testing? No.

d. summary of clinical testing? No.

e. reference to industry standards? Yes. ASTM F647-85: Standard
Practice for Evaluating and

Specifying Implantable Shunt
Assemblies for Neurosurgical
Applications; ISO/DIS 7197
Neurosurgical Implants - Sterile,
Single-Use Hydrocephalus Shunts
and Components.

f. labeling? Yes.

g. OTHER:

6. Description of device and differences between device and pre-enactment /
predicate device(s), including indications for use, new technology, and new kinds
of safety issues:

INTENDED USE
The Becker External Drainage and Monitoring System (EDMS) is intended to be

used for drainage and monitoring of cerebrospinal fluid (CSF) flow from the lateral
ventricles or lumbar subarachnoid space.

. Page 1 of 4 y
Questions? Contact FDA/CDRH/OCE/DID at CBRH-FOISTATUS@fda.hhS.gOV or 301-796-8118 bé

1%
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DEVICE DESCRIPTION

The device consists of a patient connection line, a patient line stopcock, a
mounting panel (main system section), a removable drainage bag with approximate
volumetric graduations, a microbial filter, and a graduated 50 cc flow chamber to allow
fluid drip.

The device does not include the actual CSF shunt (for ventricular drainage) or any
type of external catheter. The device is labeled to be used with an External Drainage and
Monitoring Ventricular or Lumbar Catheter.

Also, the device allows connection with ICP monitoring equipment and/or other
external equipment, but these devices are not included as part of this device. However,
the main system section has a pressure scale and a means for establishing a fluid column
from the drained CSF. As stated in the Indications for Use, this device is intended to
allow ICP monitoring. The method by which ICP monitoring is performed is consistent
with the predicate devices.

SAFETY ISSUES

The primary safety concerns for this type of device are biocompatibility and
sterility. A secondary safety concern is the mechanical integrity of the components of
the device.

In terms of biocompatibility, the sponsor states that none of the specific
components of this device make patient contact even though the patient connector line
makes a connection with other short-term-implanted CSF-contacting equipment. In
addition, components are made from the same materials as the predicate manufactured by
the same company. The presence of a one-way flow valve would further ensure that
components of this device do not make contact with the patient. This device appears to
feature such a valve, however, it is not clear whether it is positioned proximal enough to
prevent any retrograde flow of fluid back through system components and into the
patient. See QUESTION 3.

In terms of the device’s mechanical integrity, several bench tests were performed
to establish the strength of the UV bonds and the acceptable performance under

Pagez of 4 @O
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 &
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pressurized conditions. However, details of the methodology were not given, so the
adequacy of the results cannot be determined. See QUESTION 1.

EFFICACY ISSUES

The primary efficacy concetns for this device are aceuracy of the graduated
measurement scales for fluid pressure and volume, and whether the Instructions for Use
are adequate to assure proper performance of the device.

In terms of accuracy, the sponsor mentions two tests, the (D)(4) testing |
I D (B ond states that all devices passed
the test. However, no description of the number df devices tested or the methodology
was given. See QUESTION 1.

In terms of the Instructions for Use, the sponsor has provided a copy of the
product labeling, including the instructions. These give recommendations for how to
perform the following tasks: system setup, system control, calibration (for external
pressure monitoring devices), CSF draining, pressure monitoring, flow monitoring,
system flushing, replace / empty drainage bag, system irrigation, CSF sampling, and
injection of intraventricular medication. The instructions appear adequate, and are
consistent with the predicate device.

7. 1 believe this submission requires additional information. The sponsor should be
sent a K3-Al letter and asked to respond to the following concerns:

' Pa%e 3 of4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 b (

U
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September 12, 1997

Page 4 of 4 (9 v
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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for Premarket Notification 5 10k}
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DCRND Classifica tion Checldist
for Premarket Notification 5 10(k)
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| Submitter: Mm C
Date received:
: Original S10(k):

Review
This submission: cycle

Review Tier (circle one): I, [,

i

(for Tier &, complete items 1-5 on the Screening Checklisg)

_ Question Yes N
‘ A. Is the product a device?

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

i

icnmmreicoe:h

C. Expedited Review Status: Requested by sponsor

ldentified by DCRND
Granted by DCRND

\[§ §

0. Has this device has been the subject of 2 previous NSE dectsxon?
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performance data?
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

FPood and Drug Administration
Center for Devices and
Radiological Health

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

July 09, 1997 Rockvilla, Marylend 20850
MEDTRONIC PS MEDICAL 510(k) Number: ¥972559

125 CREMONA DR., Receiwved: 09-~-JUL~-97

UNIVERSITY BUSINESS CENTER Product: MEDTRONIC PS MEDICAL
GOLETA, CA 93117 BECKER EXTERNAL

ATTN: RICHARD M. RUEDY DRAINAGE AND

MONITORING SYSTEM

The Center for Devices and Radiological Health (CDRH), 0ffice 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 S0.

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)(1l) 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 Zﬁza/’
) Premarket Notification Staff
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 b)x
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Medtronic PS Medical
125 Cremona Drive

M tron c R_S\S Goleta, CA 93117-5500 USA
Telephone: (805) 968-1546

Toll Free: (800) 826-5603
FAX: (805) 988-6889

June 25, 1997

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

9200 Corporate Blvd., Room 20N
Rockville, MD 20850

510(k) Notification

-
£3

T

~

=

Food and Drug Administration =
=

(o

=

5

...

o

X

<

Subject:

Dear Sir or Madam:
In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in
conformance with 21 CFR 807, this premarket notification is being submitted prior to the

date when Medtronic PS Medical Research Corporation proposes to introduce into
interstate commerce a device to be known as the Medtronic PS Medical Becker

External Drainage and Monitoring System (EDMS).

The product is classified as an Intracranial Pressure Monitoring Device. Intracranial
Pressure Monitoring Devices have been classified under 21 CFR 882.1620 into Class I

(performance standards) by the Neurological Device Panel.

No performance standards have yet been established applicable to intracranial
Pressure Monitoring Devices, under Section 514 of the Federal Food, Drug and

Cosmetic Act. Draft labeling and package insert information is enclosed.

The Becker EDMS is substantially equivalent to the predicate, and currently marketed,
Codman External Drainage System Il (K802257, K920938). A summary of safety and
efficacy, and a bibliography, is provided.

The Medtronic PS Medical Becker EDMS is designed to provide for the drainage of
cerebrospinal fluid (CSF), and/or the monitoring of CSF pressure and flow rate from the

lateral ventricles of the brain or the lumbar subarachnoid space.

The Medtronic PS Medical Becker EDMS has substantially equivalent performance

characteristics as compared with the predicate device. A comparison of the features
and device characteristics is included in this submission.

NE lmm-

P

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. gekuo’301 796-8118 U(o
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June 25, 1997 Page 2

The Medtronic PS Medical Becker EDMS has substantially equivalent design
specifications as compared with the predicate device, including materials of fabrication.
A comparison of design features and specifications is included in this submission.

The Medtronic PS Medical Becker EDMS has gyhsjmnlau!_egumalgm_mend&d_uﬁe_s as
compared with the predicate device. Product package literature is included in this
submission for the predicate device. Draft product package literature is included in this
submission for the Medtronic PS Medical Becker EDMS.

in conclusion, the Medtronic PS Medical Becker EDMS is substantially equivalent to the
identified predicate devices.

Medtronic PS Medical considers the information contained in this document to be
confidential. Medtronic PS Medical therefore requests that all material and information
contained in this Premarket Notification be held confidential and not available under the
Freedom of Information Act.

If you have any questions or require additional information, please call me at (805) 968-
1546 Ext. 1776.

Sincerely,

T DAk

Richard M. Ruedy
Manager, Regulatory Affairs

)

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

o
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Date of Submission:

X 510(k)
510(k) Add'l information

X New Device

Other reason (specify)

New Device

Withdrawal

Additional or expanded indications
Licensing agreement

Labeling Change:
Indications
instructions
Performance characteristics
Shelf life
Trade name
Other {specify below)

Change in ownership
Change in correspondent

Other reasons{specify):

New Device

Addition of institution
Expansion/extension of study
IRB certification

Request hearing

Request waiver

Termination of study
Withdrawal of application
Unanticipated adverse effect

Emergency use
Notification of
emergency use

Additional information

Other reasons{specify):

IDE PMA

PMA Amendment
PMA Report

IDE Amendment
IDE Supplement
IDE Report

Additional or :
indications

Change in design, component,
or specification:

Software

Color additive

Other (specify below)

Process change:
Manufacturer
Sterilizer
Packager

Response to FDA correspondence (specify below)

Request for applicant hold

Request for removal of applicant hold
Request for extension

Request to remove or add manufacturing site

Change in:
Correspondent Conditional approval
Design Deemed approvat
informed Consent Deficient final report
Manufacturer Deficient progress report
Manufacturing Deficient investigator report
Protocol - feasibility Disapproval
Protocol - other Request extension of time
Sponsor to respond to FDA
Request meeting
Report submission: IOL Submission only:
Current investigator Change in IQL style
Annual progress Request for protocol
waiver

Site waiver limit reached
Final

. PMA Supplement-Panel track

hage in nology, design, materials

Response to FDA letter conceming

P pplement-Regular
PMA Supplement-Speclai
PMA Supplement-30 days

or manufacturing process

Location change:
Manufacturer
Sterilizer
Packager
Distributor

Report submissions:
Annual or Periodic
Post-approval study
Adverse reaction
Device defect
Amendment

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

68
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FDA Document Number:

Product Code: ' CF.R. : Device : |
GWM 21 CFR Class | X Class i
Classiflcation Panel: Class 1l Unclassified
Praoduct codes of devices to wi - : poriil ando;.ﬁgz ;\t;t::lsesné aog:\cemmg,
‘1 GWM 2 3 4 X 510(k) summary attached

5 6 7 8 510(k) statement
Information on devices to which substantial equivalence is claimed:
51 O(k) Number Trade or proprietary or model name Manufacturer
1 K902257, 1 External Drainage System Il 1 Codman
K920938
2 2 2

3 3

4 4

5 5

6 6

5!

‘Common or usual name or classification name:
‘Becker External Drainage and Monitoring System

Trade or proprietary or medel name Model number
1 Medtronic PS Medical Becker External Drainage and 1 48128
Monitoring System (EDMS)
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 submissions: X Laboratory testing Animal trials Human trials

indications (from labeling):

Draining and monitoring of CSF flow from the lateral ventricles or lumbar subarachnold space is
indicated in selacted patients to reduce intracranial pressure {(ICP), e.g. pre-intra- or postoparative;
monitor CSF chemistry, cytology and physiology; provide temporary CSF drainage In patients with
infected cerebrospinal fluld shunts. The monitoring of the intracranial prassure (ICP) is indicated in
selected patients with severe head injury; subarachnoid hemorrhage graded Iil, IV or V
preoperatively; Reyes syndrome or similar encephalopathies; hydrocephalus; intracranial
hemorrhage or miscellaneous problems whan drainage Is to be used as a therapeutic maneuver.
:Vlonltoring can also be used to evaluate the status pre-and post-operatively for space occupying
esions.

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

\(\
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g FDA Document Number:
Original "FDA establishment registration Manufacturer Contract sterlizer
Add Delete number: 2021898 Contract manufacturer
Repackager/reiabeler
Company/Institution name:
Medtronic PS Medical
Division name: Phone number (inciude area code):
(805) 968-1546
Street address: FAX number (include area code):
125 Cremona Drive (805) 968-5038
City: State/Province: Country: Zip/Postal Code:
Goleta CA USA 93117
Contact name:
Richard M. Ruedy
Contact title:
Manager Regulatory Affairs
Original: FDA establishment registration Manufacturer Contract sterilizer
Add Delete number. Contract manufacturer Repackager/rslabeler
Company/Institution name:
See Above
Division name: Phone number (inciude area code):
()
Street address: FAX number (include area code):
()
City: State/Province: Country: Zip/Postal Code:
Contact name:
Contact title:
X Origlnal: FDA establishment registration Manufacturer X Contract sterilizer
Add Delete Contract manufacturer Repackager/relabeler

30

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 97
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FDA Document Number:

[ ny/lnstltution name: FDA establishment registration number: “
Madtronic PS Medical 2021898
Division name: Phone number (include area code):
(805) 968-1546
Street address: FAX number (include area code):
125 Cremona Drive (805) 968-5033
City: State/Province: Country: Zip/Postal Code:
Goleta CA USA 93117
ignature:
VABTWINSE D
Name: ' i
Richard M. Ruedy
Title:

Manager, Regulatory Affairs

Company Insfitution name:

Phone number (include area code):

()

FAX number (include area code):

()

Division name {if applicable):

i Street address:

City: State/Province Country: Zip/Postal Code:

Contact name:

Contact name:

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 BKQ
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Device Name: Becker External Drainage and 510(k) Number (if known):
Monitoring System (EDMS)

Indications for Use:

"Draining and monitoring of CSF flow from the lateral ventricles or lumbar subarachnoid
space is indicated in selected patients to reduce intracranial pressure (ICP), e.g. pre-
intra- or postoperative; monitor CSF chemistry, cytology and physiology; provide
temporary CSF drainage in patients with infected cerebrospinal fluid shunts. The
monitoring of the intracranial pressure (ICP) is indicated in selected patients with severe
head injury; subarachnoid hemorrhage graded llI, IV or V preoperatively; Reyes
syndrome or similar encephalopathies; hydrocephalus; intracranial hemorrhage or
miscellaneous problems when drainage is to be used as a therapeutic maneuver.
Monitoring can also be used to evaluate the status pre-and postoperatively for space
occupying lesions.”

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

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)

(Division Sign-Off) .
Division of Cardiovascular, Respiratory,
and Neurological Devices

510(k) Number

Over the Counter Use:
or

Prescription Use:

(Per 21 CFR 801.109)

{optional format 1-2-96)
R

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 9?7
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(j)]

| certify that, in my capacity as Manager Regulatory Affairs
of ___Medtronic PS Medical | believe to the best of my knowledge, that all

data and information submitted in the premarket notification are truthful and

accurate and that no material fact has been om'itted

B

(Signature)

Richard M. Ruedy
@]9y

(Dated)

KA 2554

* (Premarket Notification (510k) Number)

* For a new submission, do not fill in the 510(k) number biank.

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

12
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Medtronic PS Medical
510(k) Notification for
Becker EDMS

The following information is being submitted in conformance with 21 CFR 807.87:

Trade Name:
Common Name:
Model Number:
Manufacturer:

Contact Person:

Medtronic PS Medical Becker EDMS

Becker External Drainage and Monitoring System
46128

Medtronic PS Medical Corporation

125 Cremona Drive

Goleta CA, 93117

(805) 968-1546 ext. 1776

Fax: (805) 968-5038

Richard M. Ruedy

Registration Number: 2021898

Classification Name:
Panel number:
Product Code:
Regulatory Class:

Intracranial Pressure Monitoring Device
84

GWM

I

)\/\

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

e !
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Questions? Contact FDA/CDRH/OC

| General Information

1
Safety and Effectiveness
‘Summary 2-5
'Proposed Labeling
6-7
‘Device Descriptiori
8
‘Comparative Information
9-10
Biocompatibility Assessment
‘ 11-13
iSterilization Information
14 - 15
Software Validation and
erification
16
Specific Standards and
‘Guidances
17

~~~~~
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TABLE OF CONTENTS

L. General information
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V. Comparative Information
Product Labeling
Intended Use
Physical Characteristics
Anatomical Sites
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Performance Testing
Safety Characteristics

Vl.  Biocompatibility Assessment
Component and Material
Patient Contact Materials ‘
Biocompatibility of Final Sterilized Product

Vil.  Sterilization Information
Sterilization Method
Sterility Assurance Level (SAL)
Packaging
Sterilization Doses Residues
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Pyrogen Indication
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1. General Information

Trade or Proprietary Name
Medtronic PS Medical Becker External Drainage and Monitoring System (EDMS)

Common usual or Classification Name
Becker External Drainage and Monitoring System (EDMS)

Establishment Registration Number
2021898

Address of Manufacturer
Medtronic PS Medical Corporation
125 Cremona Drive

Goleta CA, 93117

(805) 968-1546 ext. 1776

Fax: (805) 968-5038

Device Classification

The product is classified as an Intracranial Pressure Monitoring Device. Intracranial
Pressure Monitoring Devices have been classified under 21 CFR 882.1620 into Class |l
(performance standards) by the Neurological Device Panel.

Predicate Device Identification
Codman External Drainage System Il (K902257, K920938)

513/514 Compliance Statement
No standards have been developed for this product.

Class il Certification and Summary
Not Applicable.
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L. Safety and Effectiveness Summary

Determination of substantial equivalence
The ICP monitoring device and method were first described in an article published in

1973. Over the years the device has come into widespread use.

Medtronic PS Medical has, with input from neurosurgeons, developed a device design,
which is considered to be equivalent to the predicate Codman External Drainage
System Il (K902257, dtronic PS Medical Becker EDMS is a
complete closed system irjdicated for the draining and monitoring of CSF flow from the
lateral ventricles or lumban subarachnoid space.

KQ1a928 - (isted incorcechy Wewoughout
Medtronic PS Medical considers the Medironic PS Medical Becker ED)
substantially equivalent to the Codman External Drainage System Il (K902257,
K920938), currently in commercial distribution. The predicate device is used for
draining cerebrospinal fluid (CSF) and other fluids of similar physical characteristics as
a means of reducing and controlling increased intracranial volume and pressure when
the insertion of a permanent internal shunt is not needed. A comparison of the Codman
External Drainage System Il and the Medtronic PS Medical Becker EDMS is included in

Tables 1 and 2.

Medtronic PS Medical considers the Becker EDMS to be safe, effective and
substantially equivalent in indications, physical characteristics and performance to the
noted predicate device. Evidence of this is provided in predicate device product
labeling (Attachment 2). ~

Device Name
Medtronic PS Medical Becker External Drainage and Monitoring System (Becker

EDMS).

Predicate Device(s)
Codman External Drainage System il (K902257, K920938)

Device Description

The Medtronic PS Medical Becker EDMS is indicated for the draining and monitoring of
CSF flow from the lateral ventricles or lumbar subarachnoid space. The Becker EDMS
is substantially equivalent in indications, materials of fabrication, performance
characteristics and design specifications as compared with the predicate device,
Codman External Drainage System Il.

The materials utilized in the Becker EDMS are not substantially different to those used
in currently marketed products. The Becker EDMS is comprised of a nondistensible
blue striped (proximal end) patient connection line, patient line stopcock, mounting
panel/main system section, three non-latex injection sites, and a removable drainage
bag with approximate volumetric graduations and microbial filter. A graduated 50 cc

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

77
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flow chamber with drip former and conical bottom and locking bracket is included on the
main system section.

A comparison of the Becker EDMS and predicate device is provided in Table 1.

intended Use

The Medtronic PS Medical Becker EDMS will be indicated for use as follows:

"Draining and monitoring of CSF flow from the lateral ventricles or lumbar subarachnoid
space is indicated in selected patients to reduce intracranial pressure (ICP), e.g. pre-
intra- or postoperative; monitor CSF chemistry, cytology and physiology; provide
temporary CSF drainage in patients with infected cerebrospinal fluid shunts. The
monitoring of the intracranial pressure (ICP) is indicated in selected patients with severe
head injury; subarachnoid hemorrhage graded lll, IV or V preoperatively; Reyes
syndrome or similar encephalopathies; hydrocephalus; intracranial hemorrhage or
miscellaneous problems when drainage is to be used as a therapeutic maneuver.
Monitoring can also be used to evaluate the status pre-and postoperatively for space

occupying lesions."

Draft Medtronic PS Medical product labeling and product literature for the Medtronic PS
Medical Becker EDMS is included (Attachment 1).

Intended Use predicate device
The predicate device Codman External Drainage System Il is indicated for use as

follows:

" se of the Codman External Drainage System I is indicated for draining cerebrospinal
fluid (CSF) and other fluids of similar physical characteristics as a means of reducing
and controlling increased intracranial volume and pressure when the insertion of a
permanent internal shunt is not indicated."

Product literature for the predicate Codman External Drainage System Il is included
(Attachment 2).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 'ﬁ‘ﬂm
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Records processed under FOIA Request 2013-6292; Released 10/17/14

The Medtronic PS Medical Becker EDMS and the Codman External Drainage System
are manufactured of not substantially different materials. The devices are equivalent in

design, components and intended use.

Available separately
Available separately

Optional self-adjusting
cord with lock

Mounting panel main
system section

50 cc Conical sliding
graduated flow chamber
with locking bracket and

atmospheric vent

Nondistensible blue
striped patient
connection line

Two four way stopcocks

Two non-latex
injection/sampling sites
700 mL drainage bag
(removabie) with
volumetric graduations,
microbial filter and drain
port

Drainage bag
connection line

Two drainage line slide
clamps

Medtronic PS Medical Codman External

Feature Becker EDMS Drainage System |l

Device "Available separately Ventricular Catheter
configuration/contents Available separately 36 cm stainless steel

stylet

Curved stainless steel
trocar

Female luer-lock and
cap

Doubled 24 in. string
w/Cord-loc® locking
mechanism

27 cm measuring
backboard

75 mL drip chamber
with anti-reflux valve
and atmospheric vent

157 cm patient line with
two slide clamps

Two four way stopcocks
with female luer port
Two latex
injection/sampling sites

700 mL capacity
graduated vinyl
collection bag

%i@cy

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Discussion of non-clinical tests and conclusions .
Device testing of the Becker EDMS was performed in conformance with ASTM F647-85

(and as proposed for the 1993 revision): Standard Practice for Evaluating and
Specifying Implantable Shunt Assemblies for Neurosurgical Application and ISO draft
Standard 1ISO/DIS 7197: Neurosurgical Implants - Sterile, Single-Use Hydrocephalus
Shunts and Components as applicable. Medtronic PS Medical participates in the
working groups that are developing both the ASTM and ISO standards.

Medtronic PS Medical submits that the materials of fabrication, .intended uses.
haracteristic: | design specifications of the Becker EDMS are

substantially equivalent to those of the predicate device. This predicate product has

demonstrated many years of safe and effective clinical performance. Equivalence to

predicate product is supported by Table 1 and 2.

= .

Summary of safety and effectiveness .
The determination of safety and efficacy for the Medtronic PS Medical Becker EDMS is

based upon the predicate Codman Extemnal Drainage System Il (along with other
predicate Medtronic PS Medical products).

The safety and efficacy of design and indications is based upon approximately 30 years
o of clinical history with central nervous system (CNS) fluid shunts fabricated from silicone
Lo elastomer and plastic. The materials utilized in the Medtronic PS Medical Becker
EDMS have demonstrated clinical in-vivo safety and efficacy since 1980.

The Codman External Drainage System Il and equivalent Medtronic PS Medical
products have proven safe and effective for draining and monitoring CSF flow from the
lateral ventricles or lumbar subarachnoid space.

Complications associated with the use of the device may be similar to those
experienced in any other surgical procedure carried out under local and/or general
anesthetic:

Reactions to drugs or anesthetic agents;
Electrolyte imbalance;
Excessive blood loss;

Local and systemic infections are not uncommon with this type of procedure. They are
most usually due to organisms that inhabit the skin, particularly Staphylococcus
epidermidis.

Bas_ed upon the summary above, Medtronic PS Medical determines substantial
equivalence, safety, and efficacy of the Becker EDMS based upon the predicate and
currently marketed devices.

§ 6 A%
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 %ﬁ
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ill.  Proposed Labeling

Package Labels
Copies of Package labels are included in Attachment 1.

Device Labels
Copies of Device labels are included in Attachment 1.

Patient Labels :
Patient labels are not required for the Becker EDMS. The device is not intended for

patient manipulation.

Statement of Intended Use

The device is indicated for draining and monitoring of CSF flow from the lateral
ventricles or lumbar subarachnoid space is indicated in selected patients to reduce
intracranial pressure (ICP), e.g. pre-intra- or postoperative; monitor CSF chemistry,
cytology and physiology; provide temporary CSF drainage in patients with infected
cerebrospinal fluid shunts. The monitoring of the intracranial pressure (ICP) is indicated
in selected patients with severe head injury; subarachnoid hemorrhage graded Ill, IV or
V preoperatively; Reyes syndrome or similar encephalopathies; hydrocephalus;
intracranial hemorrhage or miscellaneous problems when drainage is to be used as a
therapeutic maneuver. Monitoring can also be used to evaluate the status pre-and
postoperatively for space occupying lesions.

The ability to drain CSF and monitor CSF pressure is indicated to:

1. Reduce ICP
2. Monitor CSF chemistry and physiology
3. Provide temporary drainage of CSF in patients with an infected CSF shunt

intracranial pressure monitoring is suggested in cases of:

Severe head injury

Subarachnoid hemorrhage

Reyes syndrome or other similar encephalopathies

Hydrocephalus

Intracranial hemorrhage

Other conditions where drainage is used as a therapeutic approach
Evaluate status of space occupying lesions

NOG R WN =

Instructions for Use
A copy of the Instructions for Use is included in Attachment 1.

Advertisements or Promotional Material
Not applicable at this time.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 i dpw
o nasa b of 123
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MRI Compatibility .
Not applicable for this product which is a short term external use device.

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

General Description
The Becker EDMS is comprised of a nondistensible blue striped (proximal end) patient

connection line, patient line stopcock, mounting panel/main system section, three non-
latex injection sites, and a removable drainage bag with approximate volumetric
graduations and microbial filter. A graduated 50 cc flow chamber with drip former and
conical bottom and locking bracket is included on the main system section.

Components

Nondistensible blue striped (proximal end})

Patient connection line,

Patient line stopcock,

Mounting panel/main system section,

Removable drainage bag with approximate volumetric graduations and microbial filter.
Graduated 50 cc flow chamber with drip former and conical bottom and locking bracket

Product is intended for use with an External Drainage and Monitoring (EDM) Ventricular
or Lumbar Catheter.

Specifications
Product specifications are noted on the engineering drawings (Attachment 4).

Diagrams, Engineering Drawings, Photographs
Engineering drawings are included in Attachment 4.

Service or Operators Manual

Not applicable for this product which, as a single use product is not intended to be
serviced. All product instructions are included in the Instructions for Use (Attachment
1).

2 \/t@/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
pase 8 of 123
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V. Comparative Information

Product Labeling

Product Instructions for use for the Codman External Drainage System il are included in

Attachment 2.

intended Use

Use of the Codman External Drainage System Il is indicated for draining cerebrospinal
fluid (CSF) and other fluids of similar physical characteristics as a means of reducing
and controlling increased intracranial volume and pressure when the insertion of a
permanent internal shunt is not indicated.

Physical Characteristics

Feature

Medtronic PS Medical
Becker EDMS

Codman External
Drainage System Il
(K902257, K920938)

Mounting panel main
system section

50 cc Conical sliding
graduated flow chamber
with locking bracket and
atmospheric vent

Nondistensible blue
striped patient
connection line

Two four way stopcocks

Two non-latex
injection/sampling sites
700 mL drainage bag
(removable) with
volumetric graduations,
microbial filter and drain
port

Drainage bag
connection line

Two drainage line slide
clamps

27 cm measuring
backboard

75 mL drip chamber
with anti-reflux valve
and atmospheric vent

157 cm patient line with
two slide clamps

Two four way stopcocks
with female luer port
Two latex
injection/sampling sites
700 mL capacity

graduated vinyl
collection bag

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18W \J%
nane 9 nf 4
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Anatomical Sites
The device is indicated for draining and monitoring of CSF flow from the lateral

ventricles or lumbar subarachnoid space

Target Population
The device is indicated in selected patients to reduce intracranial pressure (ICP), e.g.

pre-intra- or postoperative; monitor CSF chemistry, cytology and physiology; provide
temporary CSF drainage in patients with infected cerebrospinal fluid shunts. The
monitoring of the intracranial pressure (ICP) is indicated in selected patients with severe
head injury; subarachnoid hemorrhage graded IlI, IV or V preoperatively; Reyes
syndrome or similar encephalopathies; hydrocephalus; intracranial hemorrhage or
miscellaneous problems when drainage is to be used as a therapeutic maneuver.

Performance Testing
Performance tests will be conducted in accordance with ASTM F647-85, 1ISO/DIS

7197, and any other applicable standard. Samples will be tested after all production
processing, including EtO sterilization. Test results shall meet labeling claims and other
documented specifications. '

Upon completion of pilot runs and the assessment of all performance tests, processes
and quality control criteria, Medtronic PS Medical management will approve final criteria
for production release and necessary on-line product performance tests. These
product performance tests will be integrated with quality control release criteria. Quality
control release criteria will also include cosmetic characteristics, dimensional
characteristics, and packaging concems.

Product performance testing during production processes in conjunction with pilot run
testing, product development testing, Medtronic PS Medical performance criteria, and
criteria as established by ASTM F647-85, ISO/DIS 7197 and other applicable standards
will assure the safe and efficacious performance of the Medtronic PS Medical Becker
EDMS. Copies of Product testing is included in Attachment 3.

Safety Characteristics
The device is designed to provide for patient safety and clinician ease of use. The
device incorporates the following features to provide for safety and ease of use:

1. Blue striped patient line tubing to alert medical of CSF-access.

2. Flag on patient line warning of CSF-access.

3 Fliag on filter access at top of Drip Chamber to alert medical staff of slide
clamp.

4, Slide clamp above drainage bag to prevent CSF leakage during drainage
bag replacement.

5. Latex free injection sites prevent potential allergic reaction of patients
and/or medical staff.

Device dgscription outlining features and methods of use as well as contraindications
and warnings are included in the Instructions for Use (Attachment 1). 7

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

Component and Material
Process validation is a requirement of the Good Manufacturing Practice Regulations for

Medical Devices, 21 CFR Part 820. Medtronic PS Medical references "Guideline on
General Principles of Process Validation" dated May 1987 prepared by the FDA, and is
in compliance with this guideline. In addition, an integral part of process validation is
preproduction quality assurance planning. Medtronic PS Medical references
"Preproduction Quality Assurance Planning: Recommendations for Medical Device
Manufacturers” dated September 1989 prepared by the FDA, and is in compliance with
this guideline.

No performance standards have yet been established applicable to Intracranial Pressure
Monitoring Devices under Section 514 of the Federal Food, Drug and Cosmetic Act.
Testing during the design stages of the Medtronic PS Medical Becker EDMS was
accomplished in order to ensure performance, safety and efficacy in accordance with
21 CFR 820 (Good Manufacturing Practices), ASTM F647-85 (and as proposed for the
1993 revision): Standard Practice for Evaluating and Specifying implantable Shunt
Assemblies for Neurosurgical Application, ISO draft Standard ISO/DIS 7197:
Neurosurgical Implants - Sterile, Single-Use Hydrocephalus Shunts and Components,
Medtronic PS Medical standards and performance specifications, and intended
customer use.

All tests performed through process validation have confirmed component and finished
product durability and repeatability and assure adequate testing regarding safe and
efficacious performance in vivo. In the absence of performance standards, ASTM
F647-85 and ISO/DIS 7197 are referenced. These standard practices apply to CSF
shunt products and provide minimum requirements for the assurance of safety and
efficacy.

Patient Contact Materials

The materials used to fabricate the Becker EDMS are not substantially different to
materials that have been used to fabricate other Medtronic PS Medical EDMS products
since 1980. Medtronic PS Medical is, therefore, referencing the established clinical
history of these products and materials of fabrication in lieu of requiring additional
testing. The materials are outlined in the table below.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 % :
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Materials Component Flow Path Patient Contact
Injection site Yes No
Y - injection site Yes No
Male luer adapter
Straight connector | Yes No
Cordlock, No No
Thumb screw
Adhesive No No
Tubing Yes No
Tubing Yes No
Mini slide clamp No No
Chamber washer Yes No
Back panel No No
Graduated chamber | Yes No
Adapter, luer lock Yes No
Drainage bag No No
Male/Female non- | No No
vented cap
Filter cap No No

_membrane

Filter cap washer No No
'Filter cap housing No No
Slidingclamp [ No No
'Bracket back panel, | No No
Top cap bracket

Drip chamber cap

‘Hanger button

Stopcock Yes No

Biocompatibility of final sterilized product

This product is designed for external short term single use. The device has no direct
patient contact as it is not an implantable device. Performance tests will be conducted
in accordance with ASTM F647-85, 1ISO/DIS 7197, and any other applicable standard.
Samples will be tested after all production processing, including EtO sterilization.
Biocompatibility tests are conducted at the component level. Test results shall meet
labeling claims and other documented specifications.

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



Records processed under FOIA Request 2013-6292; Released 10/17/14

All tests performed through process validation have confirmed component and finished
product durability and repeatability and assure adequate testing regarding safe and
efficacious performance in vivo. In the absence of performance standards, ASTM
F647-85 and ISO/DIS 7197 are referenced. These standard practices apply to CSF
shunt products and provide minimum requirements for the assurance of safety and

efficacy.

Upon completion of pilot runs, and the assessment of all performance tests, processes
and quality control criteria, Medtronic PS Medical management will approve final criteria
for production release and necessary on-line product performance tests. These
product performance tests will be integrated with quality control release criteria. Quality
control release criteria will also include cosmetic characteristics, dimensional
characteristics, and packaging concerns.

Medtronic PS Medical evaluates and documents all quality concerns and product
complaints within the Quality Assurance function. All test data and evaluations are
contained in product specific laboratory notebooks and dossier files. These notebooks
and files contain design development, design evaluation, and design quality monitoring
information. All failure data summaries from product complaints are reviewed by
personnel responsible for product manufacture and product design to ensure proper
feedback and the completion of any necessary corrective action.

Additionally, product field complaint trends are presented regularly to Medtronic PS
Medical management, and to line personnel from Manufacturing, Quality Control, Pilot
and Research & Development. This provides the continued opportunity to internally
critique device fabrication processes and design, based on external (field) input.

The Medtronic PS Medical Becker EDMS is equivalent in materials and intended use fo
other currently marketed external drainage and monitoring products. These products
have a long term history of effective clinical use. The external drainage and monitoring
product biocompatibility is demonstrated in its clinical history of effective and beneficial
use over many years.

240
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 '
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VIl  Sterilization Information

[ —————————

ization Method

Packaging

The product is packaged in a Tyvek/poly-mylar peel pouch and boxed.

Sterilization Doses/Residues

Expiration Date
The product expiration date is Ilsted on the product labeling. The product shelf-life is 5

years. The shelf life for the Codman External Drainage System |1 (K902257, K920938)
is not listed on product package labels.
| u Jw

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Pyrogen Indication
Replicate pyrogen testing is performed on the initial production lots of products to verify

that fabrication and processing controls have maintained a non-pyrogenic state.
Medtronic PS Medical conforms to FDA standards concerning acceptable pyrogen
levels for devices which contact cerebrospinal fluid. Utilizing the Kinetic-Chromogenic
LAL method the Becker EDMS will be qualified to meet a .06 EU per mL specification.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Jﬁ
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Vill Software Validation and Verification

Hazard Analysis
The device does nor incorporate software.

Level of Concern
The device does not incorporate software.

Development Documentation
The device does not incorporate software

Certification
The device does not incorporate software.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Z*
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IX Specific Standards and Guidances

Intracranial Pressure Monitoring Devices have been classified under 21 CFR 882.1620
into Class Il (performance standards) by the Neurological Device Panel.

ASTM F647-85 (and as proposed for the 1993 revision): Standard Practice for
Evaluating and Specifying Implantable Shunt Assemblies for Neurosurgical Application

ISO draft Standard ISO/DIS 7197: Neurosurgical Implants - Sterile, Single-Use
Hydrocephalus Shunts and Components

Good Manufacturing Practice Regulations for Medical Devices, 21 CFR Part 820.
"Guideline on General Principles of Process Validation" dated May 1987

“Preproduction Quality Assurance Planning: Recommendations for Medical Device
Manufacturers” dated September 1989

EN 550 Sterilization of Medical Devices

vy S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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INSTRUCTIONS FOR LISE/GEBRUIKSAANWIZING/MODE D' EMPLOI/GEBRAUCHSANWEISLING
ISTRUZION! PER L USO/INSTRUCCIONES DE LISO/BRUKSINSTRUKTIONER

Becker® ExTERNAL DRAINAGE AND MONITORING SYSTEM
Becker ExTERN DRAINAGE — EN BEWAKINGSSYSTEEM
SystamE EXTERNE DE DRAINAGE ET DE SURVEILLANCE Becker
Becker ExTerNES DRAINAGE — UND UBERWACHUNGSSYSTEM
SisteMI Becker DI DRENAGGIO ESTERNO E DI MONITORAGGIO
StstemA ExTERNO DE DRENAJE ¥ MONITOREO Becker
Becker SysTem FOR EXTERN DRANERING OCH OVERVAKNING

Medtronic
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Becker® is a registerad trademark of Medtronic, Inc.
Becker is een wetig gedeponsend handelsmerk van Medtronic, inc.
Becker est ung marque déposée de Medtonic, inc.

Becker ist gin pingetragenes Warenzeichen dar Medtronic, {nc.
Becker & un March reistrato dalla Medtronic, Inc.

Becker es una marca de registrada de Medtronic, inc.
Beckar &r att registrerat varumarke fiir Medtranic, nc.
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Description .
The Backer External Drainage and Monitoring System {Backer EDMS} provides the physician with a complate nlimd system for:

1. Draining cergbrosginal fluid |CSF) from the lateral veatricies of the brain ar the lumbar subarachnaid space.

2 Mmm CSF pressure and flow rata from the lateral vantricies of the brain and the Iumba.r suhar_ noid space.
The Becker {Fig 1) consists of a aondistensible biue striped {praximal and] patient connection tine, patient fine stapcack,
mounting panel/main system section, two latex-free injection sites and a removable drainage bag with appraximate volumetric
graduations and microbial filter,

The main systam section located on the muuntilogfpaw includes:

1. Mounting bracket for height adjustment of system .

2 ﬂmmﬂ salf-adjusting cord with lock for adjustment of system height

3. Main systém with optional transducer attachmant locat .

4. Slidin Fndumd. 50 cc flow chamber with drip former and conical bottom, and tocking bracket

E. Two drainage line. siida clamps for flow manitaring and sampling

6. Smal {iftar vent siids clamp

7. Drainage beg connaction fine

8. Instructions for use

Indications

Draining and monitoring of GSF flow from the lateral veniricies or lumbar subarachnoid space s indicated in selected patients to:
1. Reduca intracranial preasura {ICP) e.g., pre-, intra- or postoperative;
2 MnniwrCSFdxemigx. cytology and physiology. .
3. Provida tesnporary CSF drainage in patients with infected cerabrospinai fluid shunts.

Monitoring of intracranial prassure {ICP} is indicated in salacted patients with:
1. Severe head injury
2 Subarachnoid hemorhage graded Hi, IV or ¥ preoperatively
2. Reyes sy‘nw orsimilar encephalopathias

5. Intracranial hiemorhage

6. Miscsilaneous pml;lp}ms when drainage is to be used as a therapeutic maneuver.
Monitoring can aisa be usad to evaluate the status pre- and postoperatively for space-occuprying lesions.

Instructions for Use
Prior to use of the Becker EDMS , it is necessary for the attending physician and ather rasponsible persannet to familiarize them-
selves with the usa and function of the various components of the system. The foilowing guidelines have been prepared by Dr.
Donald P, Becker* and his/staff

Systein Set-Up

The system shoufd be prepared under sterile conditions at teast 30 minutes prior to piacement of the ventricular catheter of lumbar

catheter. The systern shoukd be removed from the opened pouch by an attendant wearing a sumgical face mask and sterife gloves,
Check to ensure that all components are assembied,

CAUTION: CHECK ALL quwn:cﬂous T0 ENSURE THAT FITTINGS ARE TIGHT AND LEAK-FREE.
Ap:esngsmud_mrugmgrmwbuattachedmmapmimlinempcuckmnnmsmain system stopeock, See Figures 2 and 3, If
electranic pressure monitdring equipment is ta be used, attach transducer to transducer adapter located on patient fine or main sys-
tem stopcock.

NOTE Trawsducer adagters and transducers are not included with this system.

Ta anaghnqu@uamﬂunaradapwatmmainwﬂansmpcnd:.wmradendpwg.mepiugmaymenhy used to cap a sec-
ondary inlet on the transducer adapter if necessary. To attach a transducer adapter at the patient fine stopcock, temave injection
sitacap.

The system maunting panel ipcnrpurate_s a hanger hole and braidad cord with lock for LV. pole suspension and a;panal bracket for
manifold pale clamp maoueting if more rigid mounting is desired. Locate the System mounting pane! so that the main system stop-
cock is level with the patient's foramen of Monro or at the fevel af the exit of tha lumbar catheter, Ensure that angl is proparly
aligned. The pressure head scales found cn the panel labet ars ruferenced to 2era at the main systern stapcack. The main system
stopcock must be cotrectly alignad with the patient for accurate pressure mariitaring.

“This product was developed in cooperation with Donald P. Becker, M.D., Dapartment of Surgary, Division of Neurasurgery, Uni-
versity of California, Los Angeles Schoal of Medicine, Los Angeles, CA 900724,

11178-28; Eng copy 4 é 06/12/57, 8:51 AM
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SYSTEM MOUNTING
PANEL
INSTRUCTIONS

SCALES

CHAMBER
% BRACKET

MICROBIAL FILTER

CORD LOCK
FLOW CHAMBER
ARROW

SUDING UATED

ORIP CHAMB!

VENT
SUDE CLAMP

DRAINAGE LINE
INJECTION SIE

FLOW CHAMBER
CONNECTION LINE

| DRAINASEBAG

©

CONNECTION LINE
A SUDE CLAMP
MAIN SYSTEM
RED END PLUG
(Optioas! Transducer
Adsptae Lacation) MICROBIAL FILTER AND
DRAIM PORT CAP
PATIENT
CONNECTION UNE 7
ONE-WAY VALVE
DRAINAGE BAS
Fig 1.
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Pre-Filling the System

The system must be pre-filled to the flow chamber drip former with sterile isatonic salin solution priof to connecting to patient.

Usa af a 20 to 30 mt syringe with a 25-gauge needle is recommended.

Inject at patient fina stopcock injection site until alt air has been flushed from patient line stopeack, patient line; main system stop-

cock and flow chamber connection fine into drip chamber.

Transducer adaptar and patient line stopcock, red end plug and injection site fittings may be momentarily loosened to allow air to

escape.

Check system for any residual air bubbles. Air can be removed by combined injection of saling and aspiration of air via 2 25-gauge

neadle at injection site on the patiant Sne stopcock,

Ensure that fluid drains from the flow chamber into the drainage bag. It may be necessary to manipulate the drainage bag connec-

tion fine or drainage bag ane-way valve to establish drainage.
To Coansct Catheter to System
Ammammmwwwmmmmwmhwm the catheter. Care should be taken to atlow
ondy a minimal amount of

ing or with an appragriate-clami ta minimize fluid loss during the inssition of the connector.,

The separately available Becker EOMS Ventricular Cathater, 20 cm, EDM Lumbar Catheter, 24 cm and EDM Lumbar Cathater, 80

om include a catheter kierlock connector with an integral meldid plug: This plig may be used to plug the cathetsr prinr to connec-

tion to the patient fine. The EOM Ventricular Cathater, 35 cm includes 2 separate red end plug to allow temparaly closwe,

To connect the cathater to the pra-filled system, set the patierit line stopcock as shown in Fig 2.3. Remove the r&d and plug from

tha patient line.

The catheter should now be octluded with an approgriate clamp {if nof already in place] to minimize CSF loss during connection to
if uped.) Attach tuerdock cannector to patient line. Care should

the systam. (Datach the plog fiam thecatheter lueridck connector At
be taken to ensure that the catlister and complete systom s dévaid of dny air bubbles.

Set the patient fine stopcock to-the desired setting {see System Controf). Remave the clamp from the cathetar, The integral molded

plug on the cathater fuerlock connector should then be removed leut offl.
System Control
To Sot Prassurs Head

Slide flow chamber arrow to desired pressure setting (in cm H0 or mm Hg] on systam mounting panel. Turn the thumib screw of
laciing Bracket to uniock and fock sliding flow chambes in place.

NOTE: An accuzats preisurs head is obtsined onmlnq?&p tubing from the patiant to tha flow charhbes drip former

is complutely fuid Tiled, ¥ the tubing is not fluld flled, the pressure bead Is squal to 0) the
il s o, e et b e oS ',

cmmn;m:fn;uweu%mvgmmuammmmmn POSITIONED BELOW 0 cm W0 SUCH POSITIONING
wnm\gmum PRESSURE HEAD, ANC MAY RESULT IN OVERDRAINAGE OF CSF IF NOT MONITORED
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Patient Line Stopcock

Tha patient line stopcock is regularly positioned as depicted in Fig 2.

When at “Off" position:

Fig 2.1: Cathvsler:coitimimicatas with patiantfine stopcoek and patient fins stopoock injection site or transducer adapter). This is the regular
setting for systin use.

Fig 2.2 Catheter communicates with tha main system stopcock only. Catheter does not communicate with patient ling stopcock injection site
{or transducer adapter].

:& 2.3: Catheter communicates with patient line stapogck (or transducer adapter]. Catheter does not communicate with main system stop-

Fig 2.& Catheter dogs not communicate with patient line stopcock {or transducer sdapter), or main system stopcock.

Patient Line Stopcock | Sren
22
A | 3
Fig2.
23
7
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Main System Stopcock .

The main System stopcock may be positioned as depicted in Fig 3.

When at "0ff* position:

Fig 3.1; Patient line communicates with transducer adapter {if connected) and flow chamber. This is the reguiar setting for sys-
tom use (drainage).

F'hlggf;aﬁqnt fine communicates with transducer adapter (if coanected) only. Patient line does not commanicate with flow

¢ .

Fig 3.3: Patient lins communicates with flow chamber aniy. Patient line does not communicate with transducer adapter.
Fig 3.4: Patient ling doas not communicata with main system stopcock. Patient line doag not communicate iwith flow chamber.

Main System
Stopcock

To Patient

Lins $topeock
kS|
Fig 3.
8
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Flow Chamber Slide Clamp

Tha Fow chamber will communicate with the drainage bag when both slide clamps are apen or loosely positioned. This positian is

illustrated in Fig 4.1,

Tha Flow chamiber will not communicate with the drainage bag when either slide clamp is closed or positioned to compress and
securely occlude the drainage bag connection line (Figures 4.2 and 4.3}, The slide clamp position shown in Fig £2 is used to
samplbew CSF from the flow chambar. The slide clamp position shown in Fig 4.3 is Used to monitor the flow rate in the graduated
chamber.

Fig4.

To Calibirate Systsm
To calibrate the transducer, follow the instructions of the transducer manufacturer.
Initial system cafibration should be done prior to connecting system to patient.

The system provides several ways to perform the celibration. The transducer located an the patient Bin stapcock, or on main sys-

tem ﬁm may be referenced to atmospheric pressure through the microbial filter on the flow chamber. This can be done to
z6r0 the transducer.
The flow chamber connection fine may be used as a manometer tube. The wransducer is then referenced to the saline sofution

fitted connection line. The saline solution in the connection line can be maintained at a constant height and provides a readily ac-

cessible standard pressurs against which to calibrate the transducer.

To sat tha prassure, align the Flow chamber inlet tube with the desired pressure setting on the cm K0 or mm Hyg scale. The scale

is located an the system mounting panel adjacent to the flaw chamber slide. A pressure satting of 27.2 cm HO or 20 mm Hg is
recommended for transducar calibration.

Ta Drain CSF

Open patient line stopcock and main system stopcock to altow fuid to flow from the drzinage catheter to the Aow chamber, Open
the proximal drainage line stide clamp and the distal drainage fine slide ciamp to atiow fluid to flow from the fliw chamber to the

drainage bag.
CAUTION: THE SMALL FILTER VENT SLIDE CLAMP MUST BE OPEN TO PERMIT DRAINAGE OF CSF.

The ariount and rate of drainage will be partially dep:ndem on the system prassura head satting {tha height of the flow chamber

arrow retative to the main system stopcock zero level
e
FULLY MONITORED Y0 PREVENT COMPLETE FILLING 88 THEFROW CUAMBER IT MAY BE NE
LATE THE DRAINAGE BA tmm%u i-*?:i" LISH O gcmummmuﬁ
gwﬁgg COMPLETE FILLING OF THE FLOW CHA

OPEN TO ALLOW FLOW INTQ THE

BER TO THE
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NOTE: When the drainage line alide clamps are open, aliowing How into the drainage bag, a small sccumulation of

fluid may collact in the flow chamber bulore amptying, When the periodic fluid accumutation merc?.  slight me-

mentary reduction {0 to 4 cm H;0) in system pressure may vcear.

To Monitor Pressure

S:itinn patient line and main system stopcock so that the ventricular catheter or lumbar catheter communicatus to transducer
ptex.

Simuttaneous drainage and pressure monitoring may result in artifacts in measured pressure as described by Wilkinson {54), If

more accurate pressure manitoring is desired, the system should b temporérily closed 10 drainage by :ﬁ‘““i‘ﬂ the patient line

mpmck'(ﬁg‘zal or main system stopcock (Fig. 3.2} so that the drainage catheter communicates any with the pressure trang-
of.

cmnmmsvé{'w” STQPCOCKS ARE TEMPORARILY CLOSED 70 ALLOW FOR MORE ACCURATE PRESSURE MONI-
TORING, CARE MUST BE TAKEN 10 ADJUST THE §YSTEM AND RE-ESTABLISH CSF FARURE TO READ-
JUST THE SYSTEM WILL UDE DRAINAGE OF CSF.

Ta Monitor Flaw '

Set patient line stopcock and main system stopcock tu aliow fluid t communicate o flow chamber. Sfide drip chamber up, afign-
ing flow chamber arrow with!desired pressure setting.

Close drainiage Tie proximal &iide clamp t stop flow to the drainaga bag. Record fluid accumulation over time per graduations {in
mL} on flow chamber. ‘

CAUTION: WITH/IHE PROXIMAL DRAINAGE LINE SLIDE CLAMP CLOSED T0 MONITOR FLOW, THERE IS NO FLOW
INTO THE DR E DAG, FLOW.MUST BE CAREFU(LY MONIYOAED TO PREVENT COMPLETE FILLING OF THE FLOW
CHAM FILLING OF FLOW CHAMBER WILL PRECLUDE DRAINAGE OF CSF.

To empty the flow chamber, sst main system stopcack ta *0ft" sea Fig 34), then open drainaga line siide clamps {sse Fig 4.1)
When the flew chamber is smptied, raset main system Stapecck t desirad position {see Fig 3) ‘
$TOPEOEK T0 ISOLATE PATIENT FROM FLOW CHAMBER DURING

system mounting nenel. Using sterile handling techniua to avoid contamination, disconnect the drainage bag connection fina from
the dranage ﬁg%rq ihage bag 1 actorsanc with howpi ikl wato gt '
Connect sterile Medtronic PS Medical Drainagy Bag %0 the drainage bag connactiontine and aitach to systam mounting panel,
m:m@uﬁmmmmsi CLAMP MUST H&Eﬁm TO OPEN POSITION TO ESTABUSH FLOW INTO THE
oy £BAG. COMPLETE FILLING OF FLOW CHAMBER WiLL PRECLUDE DRAINAGE OF CSF DUE Y0 WETTING OF

w:g' AVOID TWISTING FLOW CHAMBER CONNECTION LINE DURING BAG REPLACEMENT. THIS MAY CAUSE

To Empty Drainage Bag
Canter for Disease Contral (CEC) guidelines advorate minimizing expasure to bady fluids. Therefora, replacement af the drainage
biag i recommendéd by Medtronic PS Medical. However, should the physician choose to empty and reuse the drainage bag, the
follawing may be used:

1. lli_ermw this bag from the system mounting panel. Cic not discannect the drainaga bag from flow chamber cannection

ine.
2. Using sterila handling techniques, disconnect the vented port cap from the luereck fitting,
. With carsfakattention to avaid contamination of the open luerlack fitting, invert bag and empty.
4. Using sterile handling 1echnique raplace port ¢ap.
5. Reartach biag t system mounting panel.
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CTION IN SYSTEM PRESSURE.
To Flush System
‘@‘ Injection sites may be used to flush the system. Flush fuid into deainage ib;g ‘@‘
CAUTION: AGJUST PATIENT LINE QR MAIN SYSTEM STOPEOCK 10 ISOLATE PATIENT AND PRESSURE TRANS- :
DU'C{ER.EHI; Y1 %MM%&%%? DUCER MAY OCCUR IF THE SYSTEM IS FLUSHED WITH
AN:OPEN PATHTO NT AND/OR TRANSDUCER.
To Raplace Drainage Bag
Close distal drainags ling slide clamp to peevent ratrograde flow fram the drainage bag connection kine. Remova the bag from the
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Irrigation, CSF Sampling and Intraventricular Medication

The system’s latex-frae injection sites can ba used for severl purm A Z5gauge nesdle can be inserted through an

injectinn site which haa been cleaned and disinfected with alcohol. A ,clogged vantsisular catheter may then beirrigated with 0.1
md of starile saline, Similerly, tha injection site can be used to withdraw 2 sampla of CSF for iaboratory analysis or to inject intra-
ventricular modication.

Volume/Prassure Relationship

A volume/prassure relationship (VPR] benbtamdmmﬂasymmmwﬂ\mdmnuembedbymmal (32,33, 34,

mwmmwaﬂmuﬂﬂlal Omwnmu mwmdhwnmstaﬁmmsalmuwm-
sert the nesdla through patiest fine desiring to conduct thess studies should bie familiar with the tech-
mwasdmmwmluual.amwMamamumd Shikman,

Moving an EDMS Patient

I itis desired tn move'a patient who is undergoing extemal drainage and/or monitaring with a Madtronic PS Medical Backes
EDMS , mmmummmmcmuwaﬁmdwmmmmlfmmtpassublsfnrmemmmmhemuvedm
an upngh:mmar the following steps must be perfonned:
1. Engurs that the flow chamber hag completely drained.
2. Isolate patient from comenunication with thsﬂmchamberb{
a Aﬂiua:innmmmlmemuckto “Off* {Fig 2.3 0r 24
b main systam stopeock to “Off” [Fig 3.4}
3. Close gmall’ wntalldtchmp
4 Mnnmmmwi:’n:'m d.

5. Reatign and eeg  stipcocks to mmau! dramagn when patient reaches new location.
CAUTION: ALL $TOPCOC) XS mn SLIHE CLAMPS TED mmmnmsnnmm BE RETURNED TO
THEIR NORMAL POSTIION T0 RE-ESTABLISHED P uwll FAND D CSF. FAILURE 70 PROPERLY
RE-ADJUST THE § Mn sunE CLAMPS Y IN UND OR omnmmzmrcsr

CAUTION: FAILURE T0 STEPS 1-5 ABOVE, MAY RESULT IN IMPROPER VENTING BY FLOW
CHAMBER MICROBIAL H WHEN DRAINAGE 1§ RE-ESTABLISHED.

H
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How Supplied :
The Medtronic P$ Medical Becker EDMS is packaged sterile AND sion-pyrogenic and is intended Jar single {one-time) use
only, DO NOT RESTERILIZE. DISCARD AFTER USE.

Special Order Products
If this Instructions for Use accompanies a special order product there will passibly be differences in the physical characteristics
betwean the product enclosed.and the product description in this data sheat. These differences will not affect the safety or effi-
cacy of the special order product.
Special ocder products may be supplied sterile or non-sterile as indicated on the product package label. Non-sterile products
must be claaned and stadilized prior to use.

Contraindications
Intracranial pressure munimﬁ with a ventricular or lumbar catheter is contraindicated in patients receiving anticoagulants or
wha are known to have a bleading diathesia, The use of a ventricular cathater is contraindicated i scalp i i3 prasent. A

patient undargaing axtesnal drainage and monitoring must be kent under continuous, close stpesvision. The use of a ventricular or
lumbar drainage catheter, ora Backer EOMS, is cantraindicated whers trairied persannet are not available to suparvise monitoring
and drainage on a 24-hour-a-day basis,

The use of a lurbar catheter for drainage and monitoring of cersbrospinal fluid is not recommended for patients with non-commu-
nicating hydracephsius {1,2%; where humbar punctura is contraingicated; in the presence of larga intracranial mass lesions, tumors,
hematomas, or cysts (8} in the e of mfections in the sumounding area which ncludes the skin, subcutanenus tissue, bone
and the epidural space; and patients which have demonsirated blockage of cerebrospinal fluid to the subarachnoid space dus to
trauma, hematoma, fracture or tumor. The usa of a lumbar catheter under these conditions for external drainage and monitoring is
at the discretion of the physician.

Monitoring pressure from the fumbar subarachnoid space can be done only in instances where lumbar puncture does not pose a
danger to-the patient (8).

Patient Education
It ig physician’s reapansibility to educate the patiant and/or their capresentativels) reganfing extamal drainage and monitoring,
This should include a description of assaciated complications, and an explanation of patential attemative products and treat-
mens.

Warnings and Precautions
Failure ta appropriately adjust the rate of CSF outflow through the axtamal drainage system may result in potentially serious in-
jury ty the patient.
Patients undergoing external drainaga and/or intracranial prassure monitoring must ba kept under constant mﬂim‘siun inan in-

tensive care unit staffed with trained personnel familiar with the use of intracranial and umbar prassure manitaring techaiques.
improper vigilance r imprapef drainage system setup can lead ta overdrainage or underdrainage and potentially serious injury ta
the ﬁtmt. Intracranial and lmbar pressure monitoring has been asociated with intracranial infection, menvgl:ohs and ventriculi-
tis. This hazard has bean quotid at less than 1% to more then 5%. The risk of infection is probably infiuenced Both by the number
of times a system is openedand by the duration of the monitoring. Prolonged steraid therapy can alsa increase:tha risk of infec-
tion.

It is possible that the puncture of the ventricle or the opening of the dura wilt result in an intracranial hemorrhage.

It is possible that if too miich CSF is remaved from the ventricles, either during a drainage procadure or when the ventricle is first
punctured, the vantricie may «;opl‘aasa and occlude the catheter,

It is:possible that the moditaring system may give a alse pressure reading aither due to a pressure line becoming clogged or
kinked ar from angir buhhla‘lm‘ed inthe system. An incorrect pressure reading may lead o the wrong therapy being given to the
patignt. The irvigation of the catheter or the performance of a VP study may induce pressurs waves in the patient. For this re-
son, iigation or VPA studies shoukd ba dane only by, or on the order of, a physician.

In order to minimize the p‘n‘ssipi!ig of infection, meningitis or ventriculitis, several steps should be abserved. First, the injection
sites should always be clsaned with aicohol and tha alcohol allowad ta dry befare a needle is inserted inta them. Second, sterile
tachnique should be observed in setting up the system and in the placement of the catheter. Third, subgalea tunneling of the ven-
tricular catheter should be approximately one to twe inches.

In order to ensure against ventricular colfapse and the possible consequence af tentorial heriation, always peiform a drainage
manguver against a pasitive pressure head on the order of 20 cm H,0 or 15 mm Hg. In addition, when the ventricle or lumbar sub-
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atachnaid space is first punctured during the insertion of the catheter, care should be taken so as fittle CSF as possible is lost.

A double sutyre tie with silk suture should be usad to secure the ventricular or lumbar catheter to the connection Fitting. Check to
engure that the cannection is tight prior to use.

Whenever iigation of the catheter or the parformancae of the VPR is decided upon, great care must be used sa:that pressure
waves e not initiated, Onfy a small volume of safine should ever be injected intq the vantriculas system, and this only done by, or
on the order of, a physician, ingenaral, in monitoring intracrenidt pragare, ane should always bis awans of the wave fom on the
oscilloscape. 1 the-wave form begins to dampen out, it is impartant thet the antire monitaring systen be axamined, Ensure that
the line ta the patient is not kiaked and that all air bubibies or blood or atherdebris are removed from the . Check to ascer-
tain that the transducer it on the same level as the patient’s ventricular system to ensure-the proper rafaresce level in the ma-
nur?etar tube for use in calibration procedures. Prassure monitoring with the manometer may result in overdraifage of the ven-
tricles.

Complications
One major complication associated with ICP monitoring with a ventricular or Junbar catheter is the risk of infection, particularly
meningitis and ventriculitis, The incidence of thess infecticns can by reduced by care in inserting the ventricular catheter and sta-
bilizing it by passing Tt througk a subgaleal tunnel befare it emerges, The jumbar catheter shoukd be stabilized by use of fixation
tabis. Woundf infiactions may oceur but usually subside whan the catheter is mmoved.
A second major tomphieation associated with ventricular or iumbar drainage bf CSF s overdrainege, which can |ead to intracranial
hsmnma and pemianent neurclogical deficit. Overdrainage can occur due to improper system testing or setp {resulting in sys-
tem 8 0r inagptopriate systern prassure head heights} or the lack of adequate fluid raplacemnts to the patient.
Limiting the duration of manitoring from a single site ta less than five:days will reduce the infection rate. If monitaring must con-
tinus past five days, consider inserting a new catheter at a fresh site and changing the entire system.
fure?‘m nqw%u of the brain to insert the ventricular catheter can predispase ta intracerebval hemonhage and edema causing a

rther tise in ICP.

Poor reqording of ICP will result if the catheter, patient fine or other components of the monitoring system become ciogged with
blood cints, brain tissus fragments, or fibrinous debris.
I patiahts with small ventricles, the ventricular walls may rollapse around the tip of the catheter resulting in obstruction and pee-
dispasing ta tedtoriak herniation. I is therefore extremely impartant to avoid excessive releasa of CSF befora the cathater is at-
tachied to the patiant fine.

Returned Goods Policy

Products must be retumed in unopgned packages, with manufacturer’s seals intact to be acceptad for raplacemIFnt or credit, un-
less retuned dife to a complaint of product defact or mislabeling, Determination of a product defect or mislabaling will be made
by Medtronic P Médical, which determination will ba final. Praductswill not he accepted for replacement o ctedit if they have
been in possession of the customer for more than 30 days.

Warranty

A Smghnl Limited Warranty. Madonic PS Medical warrants to the original end user purchaser {"Purchasar] that the en-
closkd single use product {"Product ") purchased by Purchaser, at the tima of dolivery to Purchaser, shall beis ially free from
dafects in material and workmanship. Medtranic P3 Medical makes no warranty |express, implied or statutory] for Products that
are modified {sikcept s expressly contemplated herein) or subjected to unusual physical stiess, misuse, mpmmuperamo. ne-
glect, improper testing, use in cambination with other products or componants other than those for which the Pioducts were de-
signed, & use inany manner or medical procedure for which the Products are not indicated.

B. Remidy. Purchaser's exciusive remedy and Medvonie PSMedical's sole fiability for brasth of the foregoing:warranty shall be,
at Medtons P:Msdiqarsmqpﬁonandplactinn.tmphuameProductmggtrnh:chaserformenatamnummuanypaidior
any such Produér; provided that }) Medtranic PS Medical is notified in writing within ninety (90) dayy after Purchaser's receipt of
th&ﬁodytﬂu_tsudn Product failed to conform, including a detailed explanation in English of any allaged non informity; {ii] such
Produt is ratumed to Medtronic PS Megical within ninety (90] deys akter Purchaser’s recsipt of the Product F.0:8, 125 Gremona
Drive, Gileta, Califomtia 93117, U.5.A. or as otherwise dasignated by Medtranic PS Medical: and (il MedtroniciPS Medical ig ree-
sonably satisfied that the claimed nanconformities actually exist. Excegtas expressly provided in this paragraph, Purchaser shall
nat hawe the right to retum Pradugts o Medtranic PS Medical without Medtronic PS Medicals prior written codsent,

C. Excligsion of Other Warranties. EXCEPT FOR THE LIMITED WARRANTY PROVIDED IN (A} ABOVE, MEDTRONIC PS
MEDI 0 Eap ssuncnwm , EXPRESS OR IMPLIED AND MANUFAGTURER SPE-

CIFN IAFS THE IMPLIED WARRAN' CONDITIONS OF MERCHANTABILITY AND FITNESS FOR A
P ISE. MEDTRONIC PS MEDICAL NEITHER ASSUMES NOR AUTHORIZES ANY OTHER PERSON TO
AS LIABILITIES ARISING OUT OF OR I CONNECTION WITH THE SALE OR USE OFANY PRODUCT.

13
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IMPORTANT INFORMATION
Please Read Before Use

CODMAN External Drainage
System Il

CODMAN External Drainage
System Il Collection Bag With
Tubing

Sterlle — Ethylene Oxide

indications

Use of the CODMAN Extemnal Drainage System !l is
indicated for draining cerebrospinal fluid {CSF) and
other fluids of simiiar physical charactaristics as a
means of reducing and controlling increased intra-
eranial volume and pressure when the insertion of a
permanent, internal shunt is not indicated. ™

Description
The External Drainage System || {catalog no.
82-1720), Figure 1, consists of:

« a35cm (13.8in.) radiopaque silicone ventricular
catheter (1.5 mm 1.D., 3.1 mm O.D.);

* a 36 cm straight stainless steel $tylet for catheter
placement;

> @ curved stainiess steel trocar with a barbed end
for drawing the catheter subcutaneously;

+ atfemale LUER-LOK® connector and LUER-LOK
cap to connect the distal end of the catheter;

= doubled 24" string with CORD-LOC® locking
mechanism;

¢ a27 cm measuring backboard {(incorporated in
the thermoformed tray) for regulating intracranial
pressure (ICP) with mm Hg conversion, and muttilin-
gual instructions;

* a75 ml drip chamber equipped with an antirefiux
vaive and sterile atmospheric vent;

* a 157 cm (62 in.) patient line equipped with two
clamps;

> two four-way stopcocks each with a female
LUER-LOK port for monitoring;

* two latex injection/sampling sites; and,

* a sterile, vented, 700 mi capacity, graduated
{in 50 ml increments), vinyl collection bag.

The External Drainage System i Collection Bag
with Tubing (catalog no, 82-1721), Figure 2, is com-
prised of the external components only for replace-
ment purposes. A female LUER-LOK connector with
cap is provided for connection with 1.5 mm 1.D. sili-
cone ventricular catheters.,

The above products are provided sterile.

NOTE: Collection bag voiume measurement +20 mi,
or +5% of actual liquid volume. Drip chamber volume
measurement 1%,

The following components are available separately
for use with the CODMAN External Drainage
System II:

Catalog

Number Description

82-1722 CODMAN External Drainage
System Il Collection Bag (sterile),
package of 5

82-1723 CODMAN External Drainage
System |l Pole Clamp (non sterile}

82-1704 CODMAN Disposahla ICP
Monitoring Line (sterile)

82-1708 CODMAN External Drainage
Catheter Set (sterile)

82-1706 CODMAN Lumbar External

Drainage Catheter with Touhy
Needle (sterile)

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

Use of this device is contraindicated it scalp infec-
fion is present.

itis contraindicated in patients receiving anticoagu-
lants or who are known to have a biesding diathesis.

ltis contraindicated where 24-hour supervision from
trained personnel is not available,

WARNINGS

Intracranial pressure is controlled by the height of the
drip chamber relative 1o the patient. it is imperative,
therefore, that neither the drip chamber nor the
patient be raised or lowered accidentally,

Prevent wetting the drip chamber sterile vent, since
wetting may alter the pressure setting. If the vent
becomes wet, immediately change the tubing and

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8’11%
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drainage bag with an 82-1721 or components from
an 82-1720.

Cl the ht of the chamber or the patient
onh!;nbg; quaﬂllh:‘gperscm:'gn the orders of the
physictan.

Movement by the patient after positioning of the drip
chamber may affect the ICP. ‘

To minimize the risk of damage to the catheter, taks
care not to withdraw the catheter after insertion into
the neadls. if the cathetes must be ramoved, with-
draw the needle and catheter simuftaneously.

Finger-tighten all LUER-LOK connections prior to
first use of the system. Connections could looser
during shipping and handling. .

With the: stopcock in the Monitoring Only Position
(Figure 8), fluid will not drain into the collection bag.
The stopcock should not be left in this position i
shunting is the primary function. The stopcock must
be retumed to the Drainage Only Position (Figure 7).

Monitoring ICP with the stopcock in the

Menitofing/Drainage Position (Figure 9) may result
in falsa ICP readings. Simuitaneous drainage and
facts and artificially low ICP readings as described

by Wikkindon®. Altérnate IC

ing can w«fbylg!mﬂ ng the stopcock to
either the Orainage Only Position (Figure 7) for ICP
drainaga or the Monitoring Only Position (Figure 8)
for ICP Monitoring.

It the stapcock is turned to the Monitoring Only
Pasttion:or Off Position (Figure 10) during ICP moni-
toring or flushing of the system, it must be returned
to the Drainage Only Position in order to resume
shunting.

Cara should be taken not to raise or lower the drip
chamber when calculating the drainage rate.

PRECAUTIONS
Refér to manufacturer's instructions when using
componeénts other than Codman's.

Aseptic fechnique is necessary in all phases of the
use of this product.

Exgrcise extreme care to pravent the ventricutar
catheter from coming in contact with bare fingers,
towals, drapes, taic, or any linty or granular surfaces.

Silicone rubber is highly electrostatic and, as a result,
aftracts airbome particles and surface contaminants
that could produce tissue reaction.

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

Slicione rubber has a low cut and tear resistance;
therefore, use rubber shod forceps when handiing
the catheter. :

it is recommended that the catheter be sutured to
the LUER-LOK hub to prevent separation
of the components whan the ¢atheter is removed.

Exercise care when placing ligatures so as to
avoid cutting or occluding the tubing. The use of
stainless steel ligatures on sllicone products is
not recommended.

‘Take care whan removing and replacing the
LUER-LOK cap to prevent:gztam !

of long-term hyperalimentation cattieters.

it is recommarided that the collection bag be sus-
panded, tather than be allowdd to lie on a surface
during transpart, Wetting of the vent by fluid Inside
the bag for a prolonged period of ime may cause
m’cmmp ba:\ent of air. This will reduce the capachty of

Steriilty

@ ‘Do Not Reuse

This product is for SINGLE USE ONLY; DO NOT
RESTERILIZE, Use aseptic technique in all phases
of handling, Johnson & Johnson Professional wil
not be fespongibla for any praduct that is resteri
ized, nior wilf we accept for cradit or exchange any
product that has been opened'but not used.

As long as the:individual package of this product is
not apenad or damaged, the product is sterile.

Instructions for use
A. Geniiral Surgical Technique: Ventricular

Since the sites of insertion of the ventricular catheter
vary, décisions-regarding the technique of insertion
and vedfication of proper placement must be made
by the surgeon on a case by ¢case basis,

1. Aseptically prepare and drape the operative site.
2. Perform the.catheterization:with the stylet in place
an?‘u'idmﬂ remove the stylet, check for free flow
of flaid,

3. Attach the distal end of the catheter to the barbed
and of the trocar. Ingert the sharp end of the trocar

) (%5@*
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info the incision used for catheterization and tunnel
subcutaneously for a short distance. See Figure 3.

4, Bring the trocar out through the scalp. Taking
care not to disiodge the intraventricutar portion of
the cathater, draw the catheter through the subcuta-
neous tunnel untll the loop of catheter no longer
protrudes from the incision. See Figure 4. Octlude
the catheter with shod forcaps.

8. Securs the cathater to the skin at the exit site.
Suture the incision site. Caver the area with a sterile
drassing. .

8. Secura the distal end of the catheter to the
barbed end of ths female LUER-LOK connector with
attached LUER-LOK cap. Do not remove the
LUER-LOK cap until ready-to attach the catheter to
mepaue|t|\tlne of the CODMAN External Drainage
System Il

B. General Surgical Technique: Lumbar Catheter
$Since the sites of insertion of the lumbar cathetor
vary, decisions regarding the technique of insertion
and verification of proper placement must be made
by the surgeon on a case by case basis.

1. Aseptically prepare and draps the operative site.
2. Use iocal anesthesia.

3. Make a small incision in the mid-lumbar region at
the fevel of L-1 through L-3.

4. With obturator in place, insert the 14-gauge Touhy
needie point Ino the subarachnold space. Tum the
bevel of the needle up for caphalic placement or
down for caudal placement. To verify that the lumen
of the Touhy needle has antered the subarachnoid
space, withdraw the obturator slowly until CSF
appaars. If CSF does not appear, reinsest the obtu-
rator and reposition tha needte.

5. Whan the needle is positioned precisely and
crystal clear CSF is obtained, completely remove
the pbturator and insert the fenestrated open end of
the catheter through the Touhy needis into the sub-
arachhoid space to the desired level. The marks
locdted on the side of the catheter assist in measur-
ing this distanca. NOTE: To facilitata placement,
moisten the catheter in a sterile solution,

WARNING: To minimize the risk of damage to the
cathgter, take care not to withdraw the catheter
aftar Insertion into the needle. if the catheter must
be removed, withdraw the needle and catheter
simultaneously.

&

6. Withdraw the Touhy neadle aver the distal end of
the catheter with a to-and-fro mdtion as the catheter
is hiid In position with shod tissue forceps.

PRECAUTION: Silicone has a low cut and tear
resistance; thecefore, use rubber shod forceps when
handling silicone catheters.

7. Trim catheter close to the incision site,

8. inaert the barbed end of the LUER-LOK connec-
for (with LUER-LOK cap attached) into the distal
end of the cather and suture components together.

PRECAUTION: It is recommendad that the catheter

be sutured to the LUER-LOK hub to prevent poasi-

glouparaﬂ\m on of the components when the cathater
removed.

PRECAUTION: Exercise care when placing

S0 as to-avoid cutting or cecluding the tubing. The
use of stainless steel figatures on silicone products
is not recommended.

9. Secure the connector to the skin at the catheter
exit site by suturing through the holes in the flange.

10. Cover the area with a dressing. Do not
rerhove the LUER-LCK cap ready to attach the
cathater to the patient ine of the CODMAN External
Drainage System |I.

PRECAUTION: Take cara when removing and
replacing the LUER-LOK cap toi prevent
contamination,

C. Instaliation of External Components

1. Secure the:CODMAN External Drainage Pole
Clamp, cdtdlog no, 82-1723, to an LV. pole.

2. Securely mount the EDS Il Tray on the pole clamp.
L.eved the red D on the scale with the center line of
the petistit's hoad for ventricular drainage; and with
tha umbar catheter exit site for jumbar drainage. Be
sure all five:slide clamps are open.

Astring and CORD-LOC Lockinig Mechanism are
provided as an altemate method of attachment. For
axira secuiity, knot the string above the CORD-LOC
Locking Machanism after placement.

height of the drip chamber relative to the patient. it
ir . therefore, that neither the drip chamber
be raised or lowbred accidentally.

WARNING: Movement by the patient after position-
ing of the diiprmarqbor may the ICP.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18“
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WARNING: Care must be taken to prevent wetting
of the drip chamber sterile vent, since wetting may
alter the pressure setting, If it is suspected that the
vent has become wet, it is recommanded that the
tubing and drainage bag be changed immediately
with an 82-1721 or components from an 82-1720,

PRECAUTION: it is recommendad that the tollec-
tion bag be suspended, rather than be allowed to lie
on a surface during transport. Wetting of the vent
by fluid inside the bag for a prolonged period of ime

may cause air sntrapment. This wil reduce the
eapaeﬂyofuwbag.

3. Slide the drip chamber arrow to the appropiiate
pressure setiing in mm HG or cm H.0. Tum the black
screw clockwise 10 sacure. DO NOT OVERTIGHTEN
THE SCREW.

NOTE: The pressure setiing aow corresponds 1o
mmmammmmnw
chamber. The inlet fubing above the antirefiux vaive
has no effect on thd pressure setting bacause both
sides of the tubing are squidistant to its peak from
the prassure setting arrow. See Figure 6.

4. Rotate both stopcocks to the Drainage Only
Position. See Figure 7.

§. Intracranial pressure monitoring lines (not sup-
plied) atlach to the tray stopcock at 0 or to the
patierit line stopcock.

NOTE: The daslgn iof thg CODMAN External
Drainage systqm permits air to enter at the drip

chamber sterile vent. This allows setting of the ICP
by méans of theidrip chamber height and prevents
suction or baele re from the downstream line
or collection bag frdm affecting the setting. Itis

nofmal to have dir in the tubing downstream from
the drip chambar,

&. Prime the using sterile technique with
sterilé physiblogical saline solution. Flush through to
drip chambaer’ patient Ene LUER-LOK connec-

tororpaﬂan‘tmpcbckmomod port. Verity
absenceoﬂed&mdmﬂowolﬂmdtodmhm

bag.

7. Remove the LUER LOK cap from the female
LUER-LOK connector of the distal end of the ven-
triculér or lumbar citheter. Attach the connector to
the patient line.

D. Using Pressure Monltoring Equipment

With ICP monitoring equipment connected to sither
maniforing port, iICP can be monitored with the stop-
cock in aither of two positions, as detailed below.

1.!CPcanbemcrHtoudbyMnﬂnnﬂ1uetact¢d
stopcock so the middie leg points towards the
catheter connection, as in Figure 8. This
stops the flow of fluid to the collection bag and injec-
tion site, Fluld pressure will:ransmit only from the
cathster to the monitoring port.

WARNING: With the stopcock in the Monitoring
Only Pesition, fiuid will not into the collection
bag. The stopcock shouid not be left In this position
if shunting is the primary on. Return the stop-
cock to the Drainage Only Position (Figure 7).

2. ICP can also be monitored while parmitting fluid

to drain into the collection bag. Tum the stopcock so
the middie leg points toward tha monitoring port, as
shown in Figure 9.

WARNING: Monitoring ICP with the stopcock in the
Monitoring/Drainage Position (Figure 9) may result
in false ICP readings. Simultaneous drainage and
transducer monitoring mayiresult in waveform arti-
facts and artificialty low ICP readings as described
by Wiliingon.s Altemate ICP dralnage and monitor-
ing can be achieved by M?g:ﬂnn stopcock to
sither the Urml’ ition (Figure 7) for ICP
drainage or the g 'Only Position (Figure 8}
for ICP monitoring.

E. injection and-Sampling

1. wmmonﬁddlubgolmpaﬁem:topeodtpdm-
ing away from the m g port (Drainage Only
Position, Figure 7) close the siide camp immediately
distal of the stopcock. (NOTE: Two slide dlamps are
provided It a double-clamping technique s utlizod.)

2. Before puncturing the injection sits, aseptically
¢lean the.site to pravent pdssible contamination,
(NOTE: If desired, you can use a small syringe to

remove air rappad in the line bafore performing the
injection.)

3. Perform the injection, or sampling, as required.
{(NOTE: The capacity of paﬂontlhemdvumc-
ular catheter, from the in| site to the proximal
tip of the catheter, is ap mately 1 cc.)

4. Raopen the clamp(s) after injection or aampllnq
10 resums drainage.

F. Flushing the System

To flush the system from the stopcock to the collec-
tion bag, tum the patient stopcock to the Off Position,
S0 the middle lag points toward the injection site
{Figure 10). Open all clamps. Inject flushing medium
into injection site.

| v]
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18‘, N
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WARNING: When flushing is completed, retum the
stopcock to the Drainage Only Position (Figure 7).

G. Replacing the CODMAN External Drainage
System Il Collection Bag and Tubing Set _
(catalog no. 82-1721).

Obsarve sterile technique during replacement of the
collection bag and tubing set.

1.0edudehwnmmmwihahodfwups.

2. Tum either stopcock to the Off Position
{Figure 10).

3. Disconnect the LUER-LOK between tha catheter
and the patient line with a twisting counterciockwise
motion. Discard the old tubing, drip chamber, and

4. install the new collection bag and tubing set.
H. Replacing the CODMAN Extemal Dral

nage
System Il Collection Bag (Gatalog no. 82-1722)
Observe sterile technique during replacement of the
collection bag. Refer to the instructicns accompany-
ing the replacementbag.

NOTE: A latex injection and sampiing site is located
at the béttom of the collection bag. To allow
ﬁpmmmmmmnmwmbymg
below the clamp using sterile t?ehnime. s

L Dstermining the Dralnage Rate

1. Measure the fluid in the bag after a predetermined
amount of ime has slapsed.

2. Calculate the drainage rate by dividing the volume
collectad by the time elapsed.

Alternate Method

Ta determine the drainage rate when drainage
voluma is small (75 cc or less), follow the procedure
outiined below,

1. Clamp the drainage tubing 2 cm below the drip
chamber,

2 Aﬂerapradetarmhodmwofmhaelapsed.
measure the fluld accumulation in the drip chamber
in millliters. Do not aflow the drip chamber to fit
completely, since this could allow wetting and block-
age-of the sterile vent. NOTE: The amount of fluid in
the base of the drip chamber and the 2 cms of
clamped tubing (.5 cc) should not be included In this
measurement.

3. Calculate the drainage rate dividing the volum
collﬁet?dbym:ﬁmaslapud.w °

4. Unclamp the tubing below the drip chamber to
confinue drainage.

WARNING: Care should be taken not to raise or
lower the drip chamber when calculating the
drainage rate.
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Warranty »
Johinson & Johnson Profeasional, inc., warrants that
this medical device Is free from defacts in both
matarials and workmanship. THE ABOVE WAR-
AN ES&RE IN LIEU OF ALL OTHER WAR-
ANTIES EITHER EXPRESS OR IMPLIED,
INCLUDING ANY WARRANTY OF MERCHANT-
BILITY OR FITNESS FOR A PARTICULAR
PURPOSE. Sultability for use of the medical device
for any surgical procedure shail dobmlr::. b'ym

the user. Johhson & Johnson Pry
buﬂlﬂmﬂzfarmmoreomequmuﬂdmmaf

oconmnmmummmm&
Johnson Profassiona, Inc.

©LUER-LOK is a registered trademaerk of
Becidn, Oickinson, and Co,
ocono-wcbawmmwnwm

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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WICHTIGE HINWEISE
Bitte vor Gebrauch lesen

CODMANS? Externe-Drainage-
System li

CODMAN Externe-Drainage-
System li Auffangbeutel mit
Schlauch

STERILE [EO |
Durch Athylenoxid sterilisiert

indikationen

Das CODMAN Externe-Drainage-System 1l ist zur
Drainage von zerebrospinalen Fi(ssigkeiten (CSF)
und andaren Flissigkeiten dhnlicher physikalischer
Charakteristiken als Mittel, erhihtes intrakraniales
Volumen und Druck zu reduzieren und zu kontrol-
lieren, sofern die Insertion eines psrmanenten
internen Nebenschiusses nicht indiziert ist.\+

Beschreibung
Das Externe-Drainage-System i (Kat.-Nr. 82-1720),
Abbildung 1, besteht aus:

= einem 35 cm iangen strahlendurchidssigen
Silikonventrikelkatheter {(Innendurchmesser 1,5 mm,
AuBendurchmesser 3,1 mmj;

= einem 36 cm langen Stylet aus rostfreiem Stahl
zur Einflhrung des Katheters;

« @inem gebogenen Stahl-Trokar mit Drahtende,
womit der Katheter subkutan durchgezogen werden
kann;

« einem negativen LUER-LOK®-AnschiuB und
LUER-LOK-Kappe zur Verbindung des distalen
Endes des Katheters;

= doppeiter 24 Zol) Schnur mit CORD-LOC*
SchlieBmechanismus;

« einer 27 cm MeB-Ruckentafel (mit thermofor-
miertem Tabletf) zur Regulierung intrakranigien
Drucks mit mm Hg Umrechnung und mehrspra-
chigen Anleitungen;

« einer 75 ml Tropfkammer, die mit einem
AntirlickfluB-Ventil und steritem atmosphérischem
Ausgang ausgestattet ist;
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o giner 157 cm mit zwei Klemmen ausgestatteten
Patientenleitung;

« zwel 4-Wege-VerschiuBhdhne mit je einem nega-
tiven LUER-LOK-AnschiuB fir den Monitor;

» zwei Latex Injektions-/Probenbereiche; und

* ginam sterilen, bellfteten, mit MeBeinheiten (in
50 ml Einheiten) ausgestatteten Vinyl Auffangbeutel
mit einer Kapazitat von 700 mi.

Dor Auffangbsutel mit Schlauch (Kat.-Nr. 82-1721)
Extame-Dralnage«Systems 1I, Abbildung 2,
ht aus den exteren Komponenten lediglich
zufm Austausch. Ein negativer LUER-LOK-Anschius
mit Kappe wird zur Verbindung mit dem Sillkkonven-
trikelkatheter von 1,5 mm Innendurchmesser

mitgeliefort.
Obige Produkte werden steril geliefert.

BEACHTE: Volumen des Auffangbeutels +20 mi
oder £5% des tatsachlichen Fliissigkeitsvolumens.
Volumen der Tropfkammer £1%.

Fglgende zusatzliche Artikel fir das Externe-
Dialnage-System Il kdnnen separat bestslit werden:

KgF.-Nr. Beschreibung

82-1722 CODMAN Externe-Drainage-
System 1l Auffangbeutet (sterif),
5 Stick pro Packung

82-1723 CODMAN Extemne-Drainage-
8ystem Ii Polklemme (nicht steril)

82-1704 CODMAN Einweg-Monitorleitung
{steril} fir intrakrantalen Druck

821705 CODMAN Externe-Drainage-
System Kathetersatz (steril)

82-1708 CODMAN Lumbaler Katheter mit
Touhy-Nadel (steril) fir externe
Drainage

Kontraindikationen

018308 Gerat ist ur flr den angegebenen Zweck
entworfen und zum Verkauf bestimmt.

Vom Gebrauch dieses Gerites bei Kopfhautinfek-
tionen wird abgeraten.

Ebenso wird davon abgeraten, bel Patienten, die
Antikoagulanten erhaiten oder bei denen eine
biutende Diathese festgestellt wurde, das System
airizusetzen.

Das Gerét darf nicht benutzt werden, wenn nicht
24stindige Uberwachung durch geschultes Personal
gewdhrieistet ist.

M
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WARNHINWEISE

Der intrakraniale Druck wird durch die Héhe der
Troptkammer im Verhditnis zum Patienten kontrol-
liert. Es ist daher von duBerster Wichtigksit, da
weder die Tropfkammer noch der Patient aus
Versehen angehoben oder gesenkt werden.

Vermeiden Sie, daB der sterile Ausgang der Tropf-
kammer feucht wird, da Fauchtigkeit die Druckein-
stellung verandert. Sollte der Ausgang feucht
werden, wechseln Sie sofort die Schiduche und den
Drainage-Beutel gegen ein 82-1721 oder Kompo-
nenten eines 82-1720 aus.

Die Hihe der Tropfkammer oder des Patianten sollte
nur von geschultem Personal und auf Anweisung
des Arzties vorgenommen werder:,

Waenn sich der Patient bewegt, nachdem die Tropf-
kammer angebracht wurds, kann dies den intrakra-
nialen. Druck beeinflussen.

Um das Risiko eines Schadens am Katheter auf ein
Minimum zu halten, sollte der Katheter niemals
zurickgezogen werden, nachdem er in die Nadel
eingefiihrt worden ist, Wenn der Katheter entfernt
werden muB, Nadef und Katheter gleichzeitig
entfernan,

Vor dem ersten Gebrauch des Systems alle LUER-
LOK-Verbindungen mit den Fingem faststeflen. Ver-
bindungen kdnnten sich wihrend des Transportes
gelockert haben,

Steht der VerschiuBhahn auf ,Nur Uberwachung®
{Abbildung 8), auft keine Fldssigkeit in den Auffang-
beutel. Der VerschiuBhahn soiite jedoch nicht in
dieser Position gelassen werden, wenn Shunting
die priméire Funktion ist. Der VerschiuBhahn mus
stets auf ,Nur Drainage® zurlickgestellt werden
{Abblldung 7).

Steht der VerschiuBhahn wahrend der Uberwa-
chung des intrakranialen Drucks auf .Uberwa-
chung/Drainage* {Abbildung 9), kérinen die Werte
Lﬁr intrakranialen Druck faisch austallen. Trans-

ucer-Uberwachung mit gleichzeitiger Drainage
kann w;p'lleimrmige Artefakte und kinstich niedrige
Werte fliv intrakranialen Druck, wie von Wilkinson*
beschrigtign, zur Folge haben, Uberwachung mit
wachselridiir Drainage des intrakranialen Drucks
kanrs dureh Verstellen des VerschiuBhahns auf
entweder Mur Orainage® {Abbildung 7) tr Drainage
des intrakranialen Drucks oder auf ,Nur Uberwa-
chung” {Atibildung 8) for Uberwachung des intrakra-
nialen Drucks erzielt werden.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Steht der VerschiuBhahn auf ,Nur Uberwachung®
oder ,OFF* (Abbildung 10) witvend der Uber-
wachung des intrakranialen Drucks oder Spdlung
des Sysems, muB er zum Fortsetzen des Shunting
wieder duf ,Nur Drainage* 2urlickgestsilt werden.

Vorsichtist angebracht, da8 die Tropfkammer
weder erhdht nocht gesenkt wird, wenn die Drainage-
geschwindigkeit errachnaet wird.

VORSICHTSMASSNAHMEN

Bitte Herstellerangaben beachten, wenn Kompo-
nanten benutzt werden, die nicht von Codman her-
gestelit wurden,

Assptisches Vorgehen ist bai allen Phasen der
Handhaliung dieses Produkts notwendig,

Besonders sorgféltig darauf achten, daB der Ventri-
kelkatheter nicht mit den bloBen Fingern, Handta-
chem, Abdecktiichern, Talkum oder faserigen oder
aufgerauhten Oberfldchen in Kontakt kommt,

Sitikongummi ist 4uBerst elektrostatisch und zieht
daher in der Luft befindliche Partikel und verunreini-
gende Stoffe an, die Gewebereaktionen hervorrufen
kdnnen,

Silikonguinmi hat einen geringen Schneide- und
RaiBwid,eEhnd; daher sollten gummibezogene
Zangen in der Handhabung des Katheters benutzt
werden.

Es wird empfohien, den Katheter an der LUER.
LOK-Haube anzunihen, um mdgliches AblGsen der
Komponenten bel Entfernung des Katheters zu ver-
meiden.

Bei der Anbringung von Uigaturen besonders darauf
achten, dd8 Schiduche nicht geschnitten oder
blockiert werden. Es wird nicht empfohlen, Ligaturen
aus rostfrgiem Stahl an Silikonprodukten zu
benutzen.’

Vorsicht m Entfemen und Ersetzen von LUER-
LOK-Kap) en, um Unreinigkeiten zu vermeiden,

Um das eten von Infektion zu reduzieren, wird
Sorgfalt mpfohlen bei der Pflage der Katheter-
austritisstelle. Die Verbindung zum externen Drain
sollte gemaB der fr die Pflege langfristig liegender
Katheter efsteilten Richtiinien erfolgen,

Der Auffangbeutel solite wahrand des Transports

i hangen und nicht aufliegen, Feuchtigkeit an der
(’Jffnung urch Flassigkeit im Beutel Gber langers
Zeit hinweg kann dazu fihren, daf Lutt eingefangen
wird, Hietdurch wird die Kapazitat des Beutels
verringert,
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Sterilitit

@ Nur zum einmaligen Gebrauch
Dieses Produkt ist NUR ZUM EINMALIGEN

GEBRAUCH bestimmt, NICHT RESTERILISIEREN.

In allen Phasen der Handhabung sollte aseptisch
vorgegangen werdan. Johason & Johnson
Professional (ibernimmt keine Haftung fiir Produkte,
die resteriilsiert wurden, noch werdan Produkte aut
Gutschrift oder im Umtausch zurlickgenommen, die
bereits gedfinet wurden.

Solange die Original-Verpackung des Externe-
Drai tems !l nicht gedfinet oder baschédigt
ist, ist dleses System steril.

Betrisbsanieitungen

A Allgomolno chirurgische Technik:

Ventrikeikatheter

Da die Einflhrungsstelle des Ventrikelkatheters

varilert, muB die Entscheidung beziglich Einflih-
_rungstechnik und Uberprirfung des korrekten Sitzes

vom Chirurgen von Falll zu Fall getroften werden.

1. Dig Operationsstelle aseptisch-vorbereiten und
abdecken.

2. Die Katheterisierung erfoigt mit dem Stylet an Ont
unc Stelle im Katheter; Stylet entfemen und frelen
Fllssigkeitsiauf Cberpritfen.

3. Das distale Ende des Katheters mit dem spitzen
Ende das Trokars verbinden. Das scharfe Ende des
Trokars In den fir die Katheterisierung benutzten
Einschnitt elnfihren und fir sinen kleinen Abstand
subkutan durchilihren. Sishe Abbildung 3.

4, Den Trokar durch den Skalp wieder ausfihren.
Chne dern infraventrikuléiren Abschnitt des Katheters
2u verschieben, den Katheter durch den subkutanen
Tunnel Zishen, bis die Schieife des Katheters nicht
mebr aus dem Stimschnitt hervorsteht. Siehe
Abbildung 4. Den Katheter mit bezogener Zange
verschlieflen.

5. Katheter an der Austritistelle an der Haut befe-
stigen. Die Einschnittstelle nihen. Den Bereich mit
stetilem Verband bedecken.

8. Das distale Ende des Katheters mit beigeflgter
LUER-LOK-Kappe zum spitzen Ende des negativen
LUER-LOK-Anschiusses verbinden. Die LUER-
LOK-Kappe nicht entfernen, bevor der Katheter an
dia Patisntenleitung des CODMAN Externe-Drai-
nage-Systems i! angeschlossen werden kann.
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B. Aligemeine chirurgische Technlk: Lumbaler
Katheter

Da die Einfibrungsstelle des lumbalen Katheters
varilert, muB die Entschsidung beziglich Einfilh-
mngstechmk und Uberpriifung des korrekten Sitzes
vom Chirurgen von Fall zu Fall getroffen werden.

1. Die Operationsstelle aseptisch vorberaiten und
abdecken.

2, Ortliche Betdubung anwenden.

3. Einen kleinen Einschnitt im mittieren lumbalen
Bereich auf Héhe von L-1 bis L-3 vomehmen.

4, Wihrend sich der Obturator noch an Ort und
Staile befindet, eine EichmaB 14 Touhy-Nadel in
den subarachnoidalen Bereich einfiihren, Die
Schragung der Nadel nach oben richten zur cephali-
Plazierung und nach unten zur caudad Pla-

zerung. Zur Uberpriifung, ob das Lumen der Nadel
sich im subarachnoldalen Bereich befindet, den
Oblurator vorsichtig herausziehen, bis CSF

gint. Wenn kein CSF erscheint, den Obturator
wiader einfihren und die Nadel neu positionieren.

5. Wenn die Nadel prazise plaziert ist und kristall-
ares CSF erscheint, den Obturator komplett
emfarnen und das gefensterts offéna Ende des
Kaﬂmetars durch die Touhy-Madel in den subarach-

len Barsich zur géwinschien Tiefe einflitran.
Dl Markierungen an der Ssite des Katheters helfen

Berachnen der Entfernung. AKMERKUNG'
Zur Erleichterung der Einfihrung den Kathetér mit
einier starilen Lasung anfeuchten.

WARNHINWEIS: Um das Risiko eines Schadens
am Katheter auf ein Minimum zu halten, solite der
Ka{metar niemals zurﬁckgezzogan werden, hachdem -
ot in dle Nadel gingefiihrt ist. Wenn der Katheter
entlernt werdén muB, Nadel und Katheter gleich-
zeltig entfernen.

6. Die Nadel Ober das distale Ende des Katheters
mit einer Hin- und Herbewegung entfernen,
wilhrend der Kathater durch eine bezogene Gewe-
bezange in Position gehalten wird.

VORSICHTSMASSNAMME: Silikongummi hat einen
geringen Schneide- und ReiBwiderstand; daher

ltert gummibezogene Zangen in der Handhabung
des Katheters benutzt werden.

7. Katheter nahe zur Einschnitistelie schneiden.

8, Das spitze Ende des LUER-LOK-Anschlusses

{mit LUER-LOK-Kappe} In das distale Ende des

néhmem einflihren und Komponenten zusammen-
en.
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VORSICHTSMASSNAHME: Es wird empfohlen,
den Katheter an dar LUER-LOK-Haube anzunahen,
um sin mégliches Abldsen der Komponenten bei
Entfemung des Katheters zu vermeiden.

VORSICHTSMASSNAHME: Beim Legen von Liga-
turen sorgféltig darauf achten, da8 die Schiduche
nicht angeschnitten oder blockiert werden. Es wird
nicht empfohlen, Ligaturen aus rostfrelem Stahl an
Sliikonprodukten zu benutzen.

9. AnschiuB am Katheteraustritt an der Haut befe-
stigen mit Stichen durch die Lacher am Flansch.

10. Bereich mit sterilem Verband bedecken. LUER-
LOK-Kappe nicht entfernen, bevor der Katheter an
die Patientenieitung des CODMAN Externe-
Drainage-Systems il angeschiossen werden kann.
VORSICHTSMASSNAHME: Vorsicht beim Ent-
fernen und Ersetzen von LUER-LOK-Kappen: Ver-
unreinigung vermeideni

C. instaliation externer Komponenter:

1. Die Polklemme des CODMAN Externe-Drainage-
Systems II, Kat.-Nr. 82-1723, an einem Infusions-
stinder befestigen.

2. Das EDS ! Tablett sicher an der Polkiemme
befestigen. Zur Ventrikulérdrainage die rote O der
Skala auf die Niitte des Kopfes des Patienten aus-
richten; und mit.der Katheteraustrittssteil fiir
lumbale Drainage. Alle fiinf Glaitilemmen missen
gedfinet sain. .

Eine Schnur und ein CORD-LOC SchifeBmecha-
nismus sind als-alternative Mathode der Anbringung
beigefigt. Zur zusatzlichen Sicherheit die Schaur
nach Anbringung Giber dem CORD-LOC Schiies-
machanismus verknoten,

WARNHINWE!S: Der intrakraniaie Druck wird durch
dis Héhe der Tropfkammer im Verhiitnis zum
Patienten kontrolliert. Es ist daher von auBerster
Wichtigkeit, daB weder die Lage der Tropfkammer
x%h die Lage des Patienten versehentlich geandert

WARNHINWEIS: Bawegung des Patienten oder
der Tropfkammer kann den intrakranialen Druck
beeinflussen.

WARNHINWEIS: Vermeiden Sie, da8 der sterile
Ausgang der Troptkammer feucht wird, da Feuchtig-
keit die Druckeinsteliung verandert. Softe der
Ausgang feucht werden, wechseln Sie sofort die
Schiduche und den Drainagebeutei gegen ein
82-1721 oder Komponenten sines 82-1720 aus.
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VORSICHTSMASSNAHMEN: Der Auffangbeutsl
solite wahrend des Transports frei hdngen und nicht
aufliegen. Feuchtigkeit an der Offnung durch Filis-
sigkeit im Beutel Gber léngere Zeit hinweg kann dazu
fihren, daB Luft in das System strémt. Hierdurch
wird die Kapazitit des Beutels verringert.

3. Den Tropfkammermarkierstab auf entsprechende
Druckposition in mm Hg oder cm H,0 einstellen,
Die schwarze Schraube im Uhrzeigersinn drehen.
DIE SCHRAUBE NICHT UBERDREHEN,

ANMERKUNG: Der Druckeinstellungsmarkierstab
zeigt den FiliBigkeitsaustritt am AntirickfiuB-Ventil
In der Tropfkammer. Der inlet-Schlauch Gber dem
AntirGckfluB-Ventil beeinfluBt die Druckeinstellung in
keiner Weise, da beide Seiten des Schlauches in
gleicher Entfernung vom Druckeinstellungsmarkier-
stab zu seiner Spitze liegen. Siehe Abbildung 6.

4. Beide VerschiuBhhne auf Nur Drainage® ein-
stellen. Siehe Abbildung 7.

5. Monitorleitungen fir intrakranialen Druck {nicht
beigefiigt) passen an den VerschiuBhahn des
Tabletts bei 0 oder an den VerschiuBhahn der
Patientenl¢itung.

ANMERKUNG: Das CODMAN Externe-Drainage-
Systern Il ist so konzipiert, daB es Luftzufuhr am
sterllen Ausgang der Tropfkammer erlaubt, Dadurch
kann der intrakraniale Oruck durch die Hohe der
Tropfkammier bestimmt und einem Ansaugen oder
Gegandmmgnm nach unten flihrenden Schiauch
oder vom Auffangbeutel vorgebeugt werden. Es ist
normal, daB sich Luftim von der Tropfkammer nach
unten fihrenden Schiauch befindet,

6. Das System mit sterilen Methoden mit ainer ste-
rilen Kochsalzidsung vorbersiten, Zur Tropfkammer
hin ber dan LUER-LOK-AnschiuB der Patientenlei-
tung oder den VerschiuBhahn des Patienten-
Monitoranschiusses durchspiien. Auf Dichtigkeit
und einwaridfrelen Durchfiu zum Tropfbeutel
aberprifen,

7. LUER-LOK-Kappe von der negativen LUER-
LOK-Kappe des distalen Endes des Ventrikel- oder
lumbaien Katheters entfernen. Anschlustiick an
die Patientenleitung befestigen.

D. Benutzyng der Druck-Monitorgerate

Wenn Monitorgeréte fir intrakranialen Druck an dem
Monitorangchlu8 angeschiossen sind, kann der
intrakraniale Druck durch die VerschiuBhahrie wie
unten angegeben in zwei verschiedenen Positionen
Oberpriift werden.

\ 2V
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1. Der intrakraniale Druck kann {iberprift werden,
indem der VerschiuBhahn gedreht wird, so das der
mittiere Fu8 zum KatheteranschiuB zeigt, wie in
Abbildung 8 gezeigt. Hiermit wird der Filissigkeits-
fluB zum Auffangbeutel und zur injektionsstelle
unterbrochen. Flilssigkeitsdruck 1auft nur vom
Katheter zum MonitoranschiuB.

WARNHINWEIS: Wenn der VerschiuBhahn auf
Nur Uberwachung"® steht, tauft keine Fllssigkeit in
den Auffangbeutel ab. Der VerschluBhahn soilte
nicht in dieser Position bieiben, wenn Shunting die
primére Funktion ist. VerschiuBhahn wieder auf
»Mur Orainage® stellen. (Abbildung 7).

2. Der intrakraniale Druck kann ebenso Gberprift
werden, wihrend Flussighkelt in den Autfangbeutel
ablauft. Hisrzu den VerschiuBhahn so drehen, da8
das mittlere Bein zum MonitoranschiuB zeigt, wie in
Abbildung 9 angegeben,

WARRKHINWEIS: Steht der VerschiuBhahn wihrend
der Uberwachung des intrakranialen Drucks auf
Uberwachung/Drainage (Abbildung 9), kénnen die
Warte fir irtrakranialen Druck filisch ausfallen.
Transducer-Uberwa ! _
kann wellenférmige Artefakte und kinstlich niedrige
Werte fiir intrakranialen Druck, wie von Wilkinsons
beschrieben, zur Folge haben. Oberwachung mit
wechseinder Drainage des intrakranialen Drucks
kann durch Verstellung des VerschiuBhahns aut
entweder .Nur Drainage” (Abbildung 7) fir Drainage
des intrakranialen Drucks oder aut ,Nur Ubarwa-
chung® (Abbildung 8) fir (lberwachung des intrakra-
nialen Drucks erzielt werden.

E. injektion und Probeentnahme

1. Zeigt das mittlere Bein des Patienten-Verschiug-
hahnes vom MonitoranschiuB weg (Steliung .Nur
Drainage"®, Abbildung 7), schiisBen Sie die Gleit-
klemmen direkt distal voriy YerschiuBhahn,
(ANMERKUNG: Zwei Gisitklemmen sind beigefiigt,
falls ‘eine Zwei-Klemmen-Technik benutzt wird.)

2. Vor dem Punktieren der Injektionsstellen die
Stelle aseptisch relr‘ﬁ% n, um. Vertnreinigungen zu
vermeiden. (ANMERKUNGQ: Falls n&tig, eine kisine
Spritze benutzen, um die im Schlauch befindiiche
Luft vor der Injektion zu entfernen.)

3. Injektion oder Probaentnahme wie gewiinscht
durchfihven. (ANMERKUNG: Die Kapazitét der
Patiéntenisitung und des Ventrikelkatheters von der
Injektionsstetle zur proximalen Spitze des Katheters
betréigt ungefhr 1 cmd.)

4. Nach Injektion oder Probeentnahma die Klammen
wieder &ffnen, um die Drainage fortzusetzen,

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

ung mit glaichzeitiger Drainage
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F. Reinigung des Systems

Um das System vom VerschluBhahn zum Auffang-
beutel zu reinigen, den Patienten-Verschiu8hahn
umstelien, 30 daB das mittiere Bein zur Injektions-
stelle zeigt (Abbildung 10). Alle Klemman &ffnen.
Reinigungsmittel in die Injektionsstelle infizieren.

WARNHINWEIS: Nach Abschiu# der Reinigung
VerschluBhahn wieder auf ,Nur Drainage" stellen.
{Abbitdung 7).

G. Austausch des Auffangbeuteis und

Sdhiauchsatzes (Kat.-Nr. 82-1721) des CODMAN
(o rainage-Systems I

Wi des Austausches des Auffangbeutels und

des Schlauchsatzes sterile Arbeitsmethoden

anwenden.

1. Den Ventrikelkatheter mit bezogener Zange
verschileBen.

2. Beide VerschiuBhahne auf OFF stellen
{Abbildung 10).

3, Den LUER-LOK zwischen Katheter und die
Patientenleitung durch Drehen gegen den Uhrzei-
gersinn I3sen. Alte Schlduche, Tropfkammer und
Auffangbeutel wegwerfan.

4. Neuen Auffangbeutel und Schlauchsatz
installieren.

H. Austausch des Auffangbeutels (Kat.-Nr.
82:1722) des CODMAN Externe-Drainage-
Systoms it

Wihrend des Austauschs des Auffangbeutels
sterile Arbeitsmethoden anwenden. Die Anlsitungen
des Austauschbautels lesen.

ANMERKUNG: Die Latex-Einspritzstelle zur Probe-
entriahms und Injektion befindet sich Im unteren
Teil des Auffangbeutels. Um Drainage vom Auffang-
beutel zuzulassen, die Stelfe durch Schneiden
unterhalb der Klemme unter Einhaltung steriler
Arbeéitsmethoden entfernen.

i. Bestimmung der Drainagegeschwindigkeit
1. Mach Ablauf eines vorher bastimmten Zeitraumes
die Fldssigkeit im Beute! messen.

2. Drainagegeschwindigksit errechnen, indem das
gesammelte Volumen durch die verronnene Zeit
getailt wird.

Alternativmethode

Zur Bestimmung der Drainagegeschwindigkeit bei
kleinem Volumen (75 cm? oder weniger) nach foi-
gendem Verfahren vorgehen.

12
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1. Drainageschiduche 2 cm unterhaib der Tropf-
kammer abklemmen,

2. Nach Ablauf der vorher festgelegten Zeit die
Flussigkeit in der Tropflkammer in Milliiter messen,
Die Tropfkammer darf sich nicht villig flilen, da
dies zum Anfeuchten und Biockierdn des sterilen
Ausgangs fhren k3nnte. ANMERKUNG: Die Fids-
sigkeitsmenge am Boden der Tropkammer und in
den 2 cm der abgekiemmten Schifuche (0,5 cm?)
nicht mitmessen.

3. Drainagegeschwindigkeit errachnen, indem das
gesammaeite Volumen durch die verronnene Zeit
geteilt wird.

4. Schiauchkiemmen unterhalb der Tropfkammer
I6sen und Drainage forisatzen.

WARNHINWEIS: Sorgfaltig daraut achten, daB die
Pasltion der Tropfkammer nicht verandert wird,
wihrend die Drainagegeschwindigkeit ermechnet wird.

Quellenangaben
Quellenangaben finden Sie im snglischen Abschnitt
dieses Dokuments.

Garantie

Johnsan & Johnson Professional, inc. garantiert,
daB disges medizinische Produkt frel von Material-
und Herstellungsmiingein ist. DIE OBIGEN GARAN-
TIEN GELTEN ANSTELLE ALLER ANDEREN
AUSDAUCKLICHEN ODER STILLSCHWEIGEND
VORAUSGESETZTEN GARANTIEN, EIN-_
SCHLIESBLICH JEGLICHER GARANTIE UBER
DIE MARKTFAHIGKEIT UND EIGNUNG ZU
BESONDEREN ZWECKEN. Die Entacheidung, ob
dieses medizinische Produkt fir chirgurgische Ver-
fahran geeignet ist, liegt beim Verbraucher.
Johrison & Johnson Professional fibernimmt keine
Haftung fr.unvorhersehbare oder Foigeschaden
jeglicher Art.

@ CODMAN ist ein eingetragenea Waranzeichen von
Johnson & Johnson Professional, Inc.

® LUER-LOK ist ein eingetragenes Warenzeichen von
Bacton, Dickinson, and Co.

® CORD-LOC ist ein eingelragenes Waranzeichen von
ITW Nexus

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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INFORMATIONS IMPORTANTES
A lire avant utilisation

Systéme Il de drainage externe
CODMAN®

Sac de recueil avec tubulure du
Systéme Il de dralnage externe
CODMAN

Stérilisé & Foxyde d'éthyléne

indications
L'utilisation du systéme Il de drainage externe
Ci

est appropriée pour drainer le liquide
chidien (LCR) et les autres fluides aux
ristiques physiques similaires comme mayen
de réduction et de contrdie d'une augmentation du
volume intracrénien et de sa pression lorsque
lnsertion d'une dérivation permanents interne est
déconseillée.*

Description
Le systémae Il de drainage externe {numéro de cata-
logue 82-1720), Figure 1, consiste en :

* un cathéter ventriculaire en silicone opaque aux
rayons X da 35 cm (1,5 mm de diamétre interne,
3,1 mm de diamétre externe) ;

. ot droit en acier inoxydable de 36 cm pour
ie pl. ent du cathéter ;

° un trocart courbé en acier inoxydable avec un
hamegbn pour tirer le cathéter sous la peau;

* un connecteur LUER-LOK?® femelle et son capu-
chen pour brancher l'extrémité distale du cathéter :

* une ficelle doublée de 61 cm avec mécanisme de
verrouillage CORD-LOCS ;

= un tableau de 27 cm (incorporé au plateau
thermo:formé) pour régulariser la pression intracra-
nienne (PIC) avec une conversion mm Hg et des
instructions multilingues ;

* une t,:hambre de compte-gouttes de 75 mi
équipée d'une valve anti-reflux et d'une décompres-
sion atmosphérique stérile :

12
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o un tuyau de patient de 157 cm équipéd de dewun
clamps ;

» deux robinets d'arrét & 4 voles chacun ayant un
port de verrouiliage LUER-LOK femelie pour le
contrile

* deux sites d'injectiorVpréiévement en latex ; ot

= un sac de recuell en vinyle gradué (en augmenta-
tion de 50 ml) aéré et stérile d'une capacité de
700 ml.

L& sac de recueil ot la tubulure du systdme |l de
drainage exteme (numéro de catalogue 82-1721},
Figure 2, sont inclus dans les composants axtemes,
pour remplacement uniquement. Un connectewr
LUER-LOK femelle avec son capuchon est foumni
pour le branchement des cathéters venticulaires en
silicone de 1,5 mm de diamétre interne.

Les produits mentionnés ci-dessus sont fournis
stériles.

NOTE : Mesure du volume du sac de recueil de
l'ordrie do £20 ml, soit +5 % du volumae réel du fiquide.
Volume de la chambre du compte-gouties 1 %.

Las composants suivants sont disponibles séparé-
merit afin d'Stre utilisés avec le systdéme It de dral-
nage extermne CODMAN:

Numéro du

catalogue Description

82-1722 Sac de racueil du systdme Ii de
drainage externe CODMAN
(stérile), paquet de 5

82-1723 Clamp de potence du systdme If
de drainage extérme CODMAN

82- Mau(nmﬁl‘ma) PIC jetabl

1704 [] 8

CODMAN (stérile)

82-1705 Ensemble de cathéter de drainage
oxtarne CODMAN (stérile)

82-1706 Cathéter de drainage externae iom-
baire avec seringue Touhy (stérile}

Contre-indications

Cet appareil est congu pour étre vendu et utilisé uni-
quement comme indiqué.

L'utilisation de cet appareil ast contre-indiquée an
cas d'Infection cu cuir chevelu.

Elle est contre-indiquée pour les patients recevant
un traltement d"anticoagulants ou ceux qui ont une
dathdse avec perte de sang.

Elle est contre-indiquée aussi lorsqu'll n'y a pas de
surveiliance continuelle 24/24 heures par du per-
sonnel qualkifié,

AVERTISSEMENTS

La pression intracranienne est contrdlée par la

hauteur de la chambre du compte-gouttes par

mrappmaudsa:ont. It:ﬁimpémﬂ' , donc, que les
ns chambry du compte-gouttes et celle

du patient ne soient modifides accidentsliement en

aucun cas.

Eﬁtezdomouiﬂquad?qompresslonmaoh
chambre du compte-gouttes car Mumidification peut
modifier le réglage de {a pression. Si la

sion est -accidantefiement, changez immé-
diatement la tubulure et le sac de recueit par un
82-1721 ou des composants de 82-1720.

Seul du personne! quajifié peut changer la hauteur
de la chambre du compte-gouttes ou du patient sur
F'ordre d'un médecin. :

Une fois la chambre di.compte-gouttes positionnée;
les mouvements du patient peuvent affecter la PIC.

Pour minimiser le risqué des dégits du cathéter,
prenez soin de ne pasiretirer le cathéter aprds
Insertion dane 'aiguille. Si le cathéter doit étre
enlévé, retirez 'aiguillel 6t le cathéter simuitanément.

Serraz manuellament tous ies branchements LUER-
LOK avant d'utifiser le systéme. Les branchements
peuvent se dessarrer pondant le transport et la
mantention.

Le robinet d'arrét étamt sur la position Contrdle Seu-
lement (Figuro 8), le flide ne s'écoulera pas dans -
le:sa¢: de recueil. Le rabinet d'arrdt ne doit pas &tre
sur cette position si la dérivation chirurgicale estla
fonction:premiére, La sobinet d'amét doit tre remis
sur la pasition Dralnage Seulement (Figure 7).

Le contrdie de la PIC avec le robinet d'amdt sur la
pasition de Drainage/Contréle (Figure 9) peut pro-
voguar de fausses iectres de la PIC. Le drainage
et le:coritrdle simuitanés du transducteur peuvent
entrainar des résultats gn forme d'ondes ot dos lec-
tures de la-PIC artificidlement basses commae I'a
décrit Wilkinson.* Pout pitemer le drainage et le
chohn'#lq daol: a!F"‘l(: placez ie mbl(r;?t d'ar;)lt. soit ':ur
pasition age Seulement (Figure 7) pour
draindge de la PIC, soit sur la position Contréie
Seutembnt (Figure 8) pour le contrSle de la PIC.

Si te robinet d'arrét st sur la position Contrdle Seu-
lemerit ou sur OFF (Figure 10), pendant le contrdle
de la PIC ou la purge du systéme, le robinet doit

' 5 4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 ’h%% '
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&tre romis sur la position Drainage Seulement de
manidre 4 recommencer la dérdvation,

It faut prendre 50in de ne pas élever ou baisser ia
chambre du goutte & goutte fors du caleul du taux
de drainage.

PRECAUTIONS

Référe2-vous aux instructions du fabricant lors de
l'utilisation des composants autres que ceux de
Codman.

La technique d'aseptisation ast ndcessairs pour
toutes les phases de l'utiiisation de ce produit.

Vaillez & ce que le cathéter ventriculaire n'entre pas
en cortact avec les doigts nus, les servieties, los
champs, ls talc ou une surface en chiarple ou gramu-
leuse. .

Le cacutchouc en silicone est tras électrostatique et
dong § une attraction des particules
adriennes et des contaminants de surface qui pour-
ralent provoquer une réaction des tissus.

Le caoutchouc en sillcons a une faible résistance
aux coupuyres ou awx utifisez donc des
forcaps & patin en caoutchouc lors de la manipula-
tion du cathéter.

1l ast recommandé quoiuédhémsoltsuh:ré ala
garde: du LUER-LOK pour éviter une séparation
p‘oss;ilzle des composants lorsque o cathéter st
anlevé.

i faut 8tre trés attentif lors du placement des liga-
tures de manidre & éviter de couper ou de bloquer
les tubes. L'utilisation des ligatures en acier

dable sur das produits en silicone est déconseiliée.

Soyez attentf également lors de 'eniévement ou du
remplacement du capuchon LUER-LOK afin d'éviter
une contamination possibie.

Pour réduire le risque d'infection, 7 est recommandé
qus "antretien du site de sortie du cathéter et du
branchemant du drain externe soit fait selon les
principes bien établis pour I'entretien des cathéters
4 hyper-alimentation A long-terme.

It est recommandé que 1o sac de recueil soit sus-
pendy aulieu d'dtre A plat sur une surface lors du
transport. Ne mouillez pas fa décompression par du
fluide & intérieur du sac pendant une période pro-
longée car cela peut provequer une accurnulation
d'air. Cela réduirait la capacité du sac.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1& ‘

Stérilité

@ A usage unique

Ca prodult sst A USAGE UNIQUE SEULEMENT,
NE msmad‘ ILISER LE PRODUIT. Utiisez
une {e & d'aseptisation pour toutes les phases
de manutention, Johnson & Jmon Professional ne
sera pas fenu responsable des prodults qul ont
stérilisés. Aucun schange ne sera effectué ou un
avoir émis pour un prodult ouvert mals non-utilisé.
Tant que 'emballage individuel de ce produit n'est
Pas ouvert ou endommagé, le produit est stérile.
instructions d'utilisation :

A, ‘l‘ieht;l‘?uo de chirurgle générale : Cathéter
Etant donné que les sites d'Inserion de cathéter
ventriculaire varient, il est du rgssort du chirurgien

da décider de ia technique d'nsertion et de la vérif-
cation du bon emplacemant au cas par cas.

1. Aseptisez, préparez le site g:.ntarvonﬁon et

racouvrez-le de champs stéril
2 Effactusz la cathétérisation dec le stylat en place
dans le cathétar, shlevez ie stylet et vérifiez Ia fibre

18

circutation du fiuide.
3, Attachez l'extrérnité distale du cathéter &
Ihamegon du trocart. Insérez I'axtrémité pointue du
frocast dans t'incision utiisée pour la cathétédsation
et faites un tunnel sous ta peat) sur une courte
distance. Voir Figure 3,

4. Enlevez la trocart du cuir chevelu. Faltes attention
ane:fas déloger ia portion intraventiculaire du

1T, irez sur iy cathéter par le tunnel sous la
usqu'd ce que la boucle du cathéter ne sorte
‘e lncision. Vioir Figure 4. Bloquez le cathéter

8. sziommwlapeaqaumdemo.
Suturez le site dintision. Couvrez la zone avec un
6. Fixez l'axirémité distale du cathéter & 'hamegon
du-conhectsur LUER-LOK femelie avec son capy-

LUER-LOK attaché. N evez pas le capu-
chen LUER-LOK avant que vous ne soyez prét
acher lo cathidter sur le tuyal du patient du

e |l de drainage externd CODMAN,

B Tﬁ'hnlque de chirurgle générale : Cathéter
alre
i donné que les sites ti’{-;%?on du cathéter

lorabidire varient, il est du resscrt du chirurgien de
pranidre la décision en ce qui o cema Ia technique
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d'insertion et la vérification du bon emplacement au
cas par cas.

1. Aseptisez et préparez le site dintérvention puis
recouvrez-le de champs stérilas.

2. Utilisez une anesthésie locale.

3. Effectuez une petite incision dans ia région mi-
fombaire au niveau des lombaires L-1 & L3,

S P et ek e
arachnicidien. Tounez le bissau de lalgullie vers fe
si le calibre intérieur da 'aiguilie Touhy est entré
dans l'epace sous-arachnoidien, retirez l'obtursteur
doucemant jusqu'ace que le LCR apparalsse. Sile
LCR n'dpparalt pas, réinserez Fobturateur et reposi-
tisnnez {"aiguille. o

5. Lofsauo [aiguille ast positionnée soigneusement
et quele LCR est clair, enlevez complétement
I'abiura ,Lﬁdh\sérct‘l‘,, mité ouverte fendtrée
du cathaler au travers de I'aiguills Touhy dens
Faspade sbus- cidien at hiveau désiré. Les

m ; a8 Sur
meguref 1 distance. NOTE : Pour faciliter le place-
merit, humectaz e cathéter dans une solution stérile.
AVERTISSEMENT : Pour éviter d'andommager ie
Héter, pibnez soin de ne pas retirer te cathéter
une:fois qu'll est inséré dans l'aguille. Sile cathéter
doitidtre enlavé, retirez I'aiguille ot ie cathéter
simaltanément,

8. Retirez 'aiguilie Touhy sur l'extrémit distale du

cattiftér avec un mouvement de va-et-vient tandis
que’le cithit ost tenu en position avec lea forcsps
pour tissh & patin.

PRECAYTION : Le silicone a une faible résistance
aund icoupiures et dichirures, done, utilisez des
forcaps & pati an caoutchiouc lors de la manipula-
tion des cathéters en silicone.

7. Egalisez le cathéter pras du site d'incision,

8. Ingéroz 'hamegon du connecteur LUER-LOK
{avec soh cfipuchon LUER-LOK attaché) dans
Vaxirémité distale du cathéter et suturez les compo-
sants anserhble.

PRI CA!;;[IQN : 1l ast recommandé de suturer ie

PRECAUTION : Prenez soin lors du placement des

llgmesd'évnardocou?orou de bioquear Ia tubulure. -
res

L'utiisation de ligatu {8n acier inoxydable sur des
produits en silicene ast déconseillée.

9. Fixez le branchement a la peau au site de sortie
du“eaﬂxétaun Suturantia travers les trous dans la
collerette.

10. Couvrez ia zone dejpansements stérlles.
N'anlevez pas e LUER-LOK & moins que
mmm_t fach ér le cathéter au uyau
u-patie SM me axteme
CODMAN. drainage
PRECAUTION : Prenez soin, lors de l'enlévement

et du remplacement du icapuchon LUER-LOK,
d'éviter une contamination,

::. Inmlli:ﬂon des coiposants extemes ,
. Fixez 1o clamp de la tenca de drainage externe
CODMAN, numéro de 82-1723, Aune

potenca inter-ventriculaire.

2. Fixez Is piateau ED. I sur le clamp de la
potance, Egalisez le 0
lighe du centre de la

)te du patient pour un dral-
nage ventriculaire et sur le site de sortie du cathéter
lombalre pour le drainage lombaire. Viérifiez que
tous les ¢ing clamps coulissants sont ouverts,

Une ficelle et un m 4 de verrouillage
CORD-LOC sont fourmis comme méthode altemalive
d'attachement. Pour ung mailleure sécurité, nouez
fa ficelle au-dessus du mécanisme de verroulllage
CORD-LOC une fols piacé.

AVERTISSEMENT :
contrdlée par Ia hauteur
et patient ne solent fas modibes T T
actidentsllement, ‘

AVERTISSEMENT : Las mouvements du patient,
una fois la chambre du rompte-gouttes positionnée,
peuvant affecter la pression intracrinienne.

AVERTISSEMENT : Il faut prendre soin d'éviter de
mauiller la décompression stérile de la chambre du
fa G!ﬂpﬂ. Si vous per

PHECAUTION : ll est récommandé de suspendre le
sac de récueil au lleu do le coucher sur une surface
pendant le transport. Silla décompression vient &

18

delabalance surla °
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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hemmupp‘:&ﬂmdairhﬁdnmnc
pendant une prolongée, ceia peut provoquer
une accumulation d'air, Cette accumulation rédulrait
la capacité du sac.

3. Faites gl;ie:; lafldche de‘lad‘ d;:mb;a du compte-
gouttes au régiage approprié o pression en mm
HG ou cm 4,0, Tournez Ia vis noire dans le sens
das alguilles d'uns montre pour serrer. NE SERREY?
PAS TROP LA VIS.

HOTE:Lathclnduréglago_ de la pression corres-
pondaudéboumeum&hwlqu-rmﬂ-mﬂm
mlammmmmmuwm.do
l'orifice d'amivée au-dessus de la vahve d'antl-reflux
n'a pas d'effet sur le de la pression car los
deux cStés de la tubuture sont ants ay
:_ommetda lafidche du réglage de 1a pression. Voir
igure 6.

4. Toumez les deux robinets d'arrét vers la position

Drainage ent. Voir Figura 7,
5 Anachezleambeaduconh'dledelq prassion
intracrdnienne {non-fournies) ay ot darrdt dy

pmau&wuaurobhotd'armdu  du patient.

NOTE:La conception du systdme I de drair
( MAN permaet & Pair d’entree ]
décompression stérile de ia chambre .compte-
gouttes. Cela permaet de régler ia pre: on intracra-
nienne par la hauteur de la chambre di compte-
gouttes et d'éviter que I'aspiration Ou la gression de
retour du tube en aval ou dy sac de recusd affectent
e réglage. il est normal d"avoir de I'air dans ie tube
en aval de la chambre dy compte-gouttes,

stérile avec une solution physlologique safine
stérlle. Purgez & travers la chamiyre du compte-
Qouttes via le connecteur LUER-LOK oy tuyau du
patiant ou Je port de contr8ie:du robinet d'arét dy
meﬂhVMﬁozs‘ilyadummsotamdum
circula librement vers je sac de drainage.

7. Enlevez la capuchon LUER-LOK du connectaur
LUER-LOK femalle de Iextrémits distale du
athéter ventriculaire oy lombaire. Attachez Je
Sonnecteur au tuyau dy patient.

D. Utllisation de I"équipment de contrdle de ia
Sression

Jne fols l'éqtﬁpémem da contrdie de Ia

'thﬂiﬂbndt%m

ot

1. La pression inn-acrlmmepqmmcommc' on
tournant le robinet d'arrdt voulu pour que "extrémité

position Contréie Seulement, s ne s'évacuera

pndmbsacdoromu_ - d'aerdt ne doit

m&uwuﬂt:p;ﬂumm'a _ &mh a

' promiére. Remettez le rabinet arrdt sur
Drdnage&ulomﬂu»

2, La pression

port de contréle, comme montrg sur la Figure 9,

AVERTISSEMENT ! Lo contréle 46 la PIC avec lo
robinet d'arrét sur Ia position de i

mpmomdcﬁuﬁip‘,h@ud.h

1&. lmneuon ot prﬂivodrgom " }

. L'axtrémitg cantrile robinet d'arrét gy patient
poimant en direction inverse dy port de contriis

gt : Seulsment), fermez
mﬁtnnmimmmmumommw du
roiinet d'arrét, (NOTE : Les deux clamps coufis-
sarits sont fournis si une technique de double-
clampage astnécessare.)

2. Avant de ponctionner le site d'injgction, ase, tisez
le sits pour éviter une dventuelle o:
{NOTE : 8i nécessaire, vous pouvez utliser une
petite seringue pour enlever I'air accumuta dansle
tube avant d'affectuer Finjection.)

3. 5&"’"‘“ m{mj&guon oule g&évnmem eomme
voulls, (NOTE : La capacité dy au du patient et
du cathéter ventriculaire, du alumg'lnlocﬁon dla
zol:m_g;ochcdu cam&br.mwmwvmm
e 1 cc,

4. Déverroyi 8(s) clamp(s) apras njection oy le

loz |
prélévement pour fecommencer le drainage, - —

W

r 301-796-8118
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov o
uestions
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F. Purge du systéme

Paour purger le systéme & partir du robinet d'arrét
jusqu'au sac de recueil, toumez le robinet d'arét du
patient vers la position OFF de maniére & ce que
Pexirémité centrale pointe vers la site d'injection
(Figure 10). Ouvrez tous les clamps. injectez
I'élément utilisé pour la purge dans le site dinjection.

AVERTISSEMENT : Lorsque la purge est faite,
remattez le robinet d’arrét sur ia pasition Drainage
Seulement (Figure.7).

G. Remplacement du sac da recueil et de la tubu-
lure du systdme Il de drainage externe CODMAN
(numéro de catalogue 82-1721)

Respectez la technique stérile pendant le remplace-
ment du sac de recusil et de la tubulure. )

1. Bloquez le cathéter ventriculaire avec des forceps
a patin. : : :

2, Toumez 'un des deux robinets d’amét sur la posi-
tion OFF (Figure 10). :

3. Débranchez e LUER-LOK entre ia cathéter et e
tuyau du patient par un mouvemant tournant dans
le sens contraire des aiguilles d'une montre. Jetez
ia vieilte tubulure, Ja chambre du compte-gouttes et
ie sac de recueil.

4, Installez le rieuveau sac de recueil etla nou;eﬂe
tubulure. ‘

H. Remplacement du sac de recueil du systdme
de drainage sxterne CODMAN I (numéro de cata-
logue 82-1722)

Respectez Ia technique stérile iors du remplacement
du sac de recueil. Référez-vous aux instructions
jointes au sac de rempiacement. '

NOTE : Un site d'injection et de prélévement en
latex Bst situé au fond du sac de recusil. Pour per-
mettte un drainage a partir du sac de recueil,
enlevez ce site en coupant au-dessous du clamp en
wutilisant une technique stérile.

. Détermination du taux de drainage
1. MésLirez le fluide dans ie sac aprés une période
de temps pré-déterminde. -

2. Caicuiez le taux de drainage en divisant lo
volume prélevé par le temps écouls.

Méthade alternative

Pour déterminer le taux de drainage lorsque le
volume est faible (75 cc ou moins}, effectuez la
procédure suivante.

18

1. Verrouillez la tubulure de drainage 2 cm au-
dessqus de la chambre du compte-gouttes.

2. Aprés une période de temps pré-déterminée,
mesurez 'accumulation du fluide dans la chambre
du compte-gouttes en millimétres. Na laissez pas la
du compte-gouttes sa remplir compléte-
ment car cela provoquerait une humidité et un
blocage de ia décompression stérile. NOTE : La
quentﬁé de fluide & 1a base de la chambre du
comple-gouttes et les 2 cm de la tubulure clampée
(0.5 ct) ne doivent pas dtre compris dans ce calcul.

3. Calculez le taux de drainage en divisant le volume
If par le temps écould.

4. Déyerrouillez la tubulure sous la chambre du
attes pour continuer le drainage.

AVERTISSEMENT : Il faut prendre soin de ne pas
inger la position de a chambre du compte-gouttes
lors du calcul du taux de drainage.

Références
Pour tonsulter 12 liste des références, voir a fin de
ia section en anglais.

Garantie
Joh & Johnson Professional, Inc. garantit que
mtzgagnyail‘mm est sans défaut de matériel et

S LES AUTRES GARANTIES EXPRESSES
OU SOUS-ENTENDUES, AINS! QUE TOUTES
LES GAR. ES DE COMMERCIALISATION OU
LEUR CARACTERE APPROPRIE POUR UN BUT
PARTICULIER. L'utilisateur déterminera le carac-
1éra approprié de ce dispositif pour toute procédure
we thirurgie. Johnson & Johnson Professional ne
serd pas responsable des dommages et intérdts
résultant d'un accident ou des dommages indirects
e quelque nature que ce soit.

® Y est une marque deposée de

Johnsdn & Johnson Professional, Inc,

@ LUER-LOIKC'est une marque deposée de
Dickinson,andCo. . - .

® CCAD-LOC est une marque deposée de ITW Nexus

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

ité. LA GARANTIE CI-DESSUS REMPLACE




INFORMACION IMPORTANTE
Léase antes de utilizar

Sistema de Drenaje Externo Ii
de CODMANe

Bolsa de recogida con tubo dei
Sistema de Drenaje Externo i
de CODMAN

Esterilizado por éxido de etilenc

indicaciones

La utilizacién del Sistema de Drenaje Extemo Il de
CODMAN esté indicada para el drenaje de liquido
cefalorraquideo (LCR) y otros ifquidos de caracte-
risticas fisicas similares como un medio de reducir y
controlar el aumento de volumen y presi6n intracra-
neal cuando no es aconsajable fa insercién de una
derivacién interna permanente. i+

Descripcién
El Sistema de Dranaje Externo If {cédigo 82-1720)
Fig. 1, esté compuesto por:

* un catéter ventricular radio-opace de silicona de
35 cm (DI 1,5 mm, DE 3,1 mmj;
4

= un estilete recto de acero inoxidabie de 38 cm
para la colocacin del catéter:

* un frécar curvo de acerp inoxidable con un
extremo con aristas para colocar el catéter
subcutaneamente;

* un conector LUER-LOK® hembra con tapa para
conectar ef extremo distal del catéter:

* una cuerda doble de 24 pulgadas con mecanismo
de clerre tipo CORD-LOG*:

* un panel posterior graduado de 27 em {incorpo-
rado en la bandeja termoformadaj con conversién
de mm de mercurio para ia regulacién de la presién
intracraneal (PIC} y con instrucciones en diferentes
idiomas;

* una cémara de goteo de 75 ml equipada con una
véivula anti-reflujo y una vélvula atmosférica estéril;

* Un juego de tubios de 157 cm equipado con dos
clamps para conactar al paciente;

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

Records processed under FOIA Request 2013-6292; Released 10/17/14

* dos ilaves de paso de 4 vias, cada una con un
portilio un conector LUER-LOK hembra para
monitorizacién;

= dos puntos de inyaccién/toma de Mmuestras, de
latex; y

* una boisa de recagida, de vinilo, graduada (en
incrementos de 50 ml) estéril, con vélvula atmostfé-
fica y con una capacidad de 700 mi.

La bolsa de recogida con tubo del Sistema de
Drenaje Externa Il {cédigo 82-1721 ), Fig. 2, incluye
sélo los componentes externos para utilizar como
recambio. Se suministra un conector LUER-LOK
hembra con tapa para conectar catéteres ventricu-
lares de silicona, con un Di de 1 S mm. )

Todos los productos se suministran estériles.

NOTA: La medida del volumen de a bolsa recolec-
tora es de +20 ml, o £5% del volumen del liquido
real. La medida del volumen de la cdmara de goteo
os de 1%,

Los siguientes productos se venden por separado
para ser utilizados con el Sistema de Drenaje
Externo Il de CODMAN:

Cédigo Descripcién

82-1722 Bofsas de recogida para el
Sistemna de Drenaje Externo il de
CODMAN (estéril), paquete de 5

82-1723 Clamp para el Soporte de Gatero
para el Sistema de Drenaje
Externo Il doe CODMAN (no estéril)

82-1704 Linea de monitorizacién de la PIC
desechable de CODMAN (estéril)

82-1705 Catéter para Drenaje Externc de
CODMAN (estéril)

82-1706 Catéter para Drenaje Externo
Lumbar con aguja Touhy de
CODMAN (estéril)

Contraindicaciones

Este dispositivo no ha sido disefiado, comercializado
0 proyectado para otros usos excepto los indicados.

El uso de este dispositivo esta contraindicado
cuando existan infecciones dei cuero cabelludo,

Esta contraindicado en pacientes sometidos a trata-
mientos anticoagulantes o en aquellos que se
conoce que sufren didtesis sangrante,

Esté contraindicado donde no sea posible ia super-
visién permanente por personal entrenado.

A
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ADVERTENCIAS

La presién intracraneal se controla por medio de la
altura de la cémara de goteo en relacién al
paciente. Es imperativo, por tanto, que no se modi-
fique la altura de la cdmara de goteo ni del paciente
accidentaimenta.

Hay que tener cuidado para evitar la humectacidn
«hMTmmmmuaanq

goteo, ya que la humedad pueds alterer PI‘WJ
lndcadl.smvﬂvuaumoja.-ambhlnmodm-
mente fos Wwhos y (a bolsa con un cddigo 82-1721 o
conloseompommuddﬁdgosz-im

La altura de Ia cémara de goteo y del paciente séio
debe ser camblada por personal cualificado
siguiendo las érdenes del médico.

Los movimientos-del paciente después de haber
colocado la cdmara da goteo pueden afectar a la
presién Intracraneal,

Para minimizar ol riesgo de daflar of catéter, hay
que tener cuidado de no retirario de
haberlo inseitado en la aguja. Si fuese o ref-
rario, retirar of catéter y la aguja sim onts.

Apretar todas las conexiones LUER-LOK con ia

mano antes da usar el sistema por primera vez.

Podri?: haberse aflojado durarite ef transporte y
manejo.

Con la llave de paso en la posicién Sélo Monitoriza-
cién, (Fig. 8) el liquido na drenaré a la bolsa. Si la
funcién principal ¢s 1a derivacidn, la llave no debers
permanscer eni @sta posicion. La lave deberd voiver
ala poskién Sélo Drenaje (Fig. 7).

Lamonﬂ:nti;gddndotaPlcoonhI(;'vod-gmm
la posicién Mor ; gura $) puade
tener como consecuencia lacturas falsas de la PIC.
s!multaneos-puodmpmwmuammfonna
de onda y lacturas de ja PIC artifici mente bajas

come o describid W!l!dnson.'umon!lcrtzadénwl
«anajqdclaﬂlCenfomanemndasapuodon

logmajwmndblalmdadmemahp«idén
Séio Drenaje (Figura 7), para ol drenaje de fa PIC,
como a la posicién Sélo Monkorizacién (Figura 8),
para [a monitorizacién de 1a PIC.

Slse ica la llave de pasa & Ia posicién Sélo Monito-
rizacifn o a la posicion Off (Fig. 10) durante la

hitor Muuhwumnmuomadén
del sistema, debe girarse de nuevo a la posicion
Sélo dranaje para continuar la derivacién,

Debentomarselasprqmudomldmadaspm
nodhrarlaamndol_acémmdegmnim
& calcula la velocidadide drenaje.

PRECAUCIONES

Lea atentaments las instrucciones del fabricante

guozn':o use componentes no suministrades por
an.

Enmdulashsude»w&adéndqestoprom
@3 necesario emplear técnicas asépticas.

Tangambdmowldadopmwmreleomaodd
mm«mmmmm
Malétpaﬂos. talco o cualquier superficie fibrosa o
granular,

La goma de silicona ea altaments electrostitica Y.
Por tanto, atrae las particudas contaminantes que se
encuentran en el aire o en superficles que pueden
provocar reaccidn tisular,

La goma de silicona tlene una baja mlsaaneiaa. ¢
cortes y desgarros, por tanto uillice pinzas cublertas
de goma cuando maneje el catéter.

Seueonﬁondammr:alcaﬁmaloonm
LUER-LOK para evitar la desconexién de los com-
ponentes al retirar si catéter.

Ponga extremo cuidade
para evitar cortes u oclusiones del tubo. No se reco-
mienda utilizar igaduras de acero inoxidable en
productos de silicona,

Tenga cuidado cuando retire o cambie ef tapén
LUER-LOK para evitar la contaminacién.

Pmredudrla'hdgnsnda dedi:'ﬂaedonz.uneg-“
mendabl ;oqueo_s-,ﬁdﬁ del punto de salida
catéter y la conexidn el drenaje extemno se reaficen
damdocon:bc;progoeolosusubloddospmd
cuidado de catéterss de hiperalimentacién
prolongada.

Es recomendable que ia boisa de recogida asté

suspendidaduranté el transporte en lugar de

apoyada sobre una superficie. La humedad

Cada por movimientos del liquido en su interior

so?rl:;:j: aire atrapado, reducienda la capacidad
ola

Esterlildad

vV Producto de un solo uso

Este producta es para UN SOLO USO. NO REES-
TERILIZAR, Use técnicas asépticas en todas las
tases del manejo. Johngan & Johnson Professional
no se hara responsable de ningdn producto que

A\
A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CODMAN External Drainage System )i Coliection Bag with Tubing .

!
LCN 169847E |

CODMAN External
Drainage System I
A. Trocar

8. Measuring Backboard
C.
0. LUER-LOK Connector
and LUER-LOK Cap

E. Ventricular Catheter
F. Patieni Stapcack
G. Patient Line

H. CORD-LOC Locking
" Mechanism w/String
I. Drip Chamber
J. System Stopcack
K. Collection
L. Injection/Sampling Site
CODMAN Externe-
Drainage-System I
A. Trokar
8. MeB-Riickentafei
c

D. LUER-LOK und LUER-
LOK-Ka

E. Ventrikelkatheter

F. Patienten-
VerschiuBhahn

G. Patientenleitung

H. CORD-LOC
SchtieBmechanismus
mit Schnur

I. Troptammer

J. System-VerschiuBhahn

K. Auffangbeute|

L. Injektions./

Prabenbersich

Systéma Ii de drainage

externe CODMAN

A, Trocart

B. Tableau de mesure

C. Styiet

D. Verrou LUER-LOK et
capuchon LUER-LOK

E. Cathéter ventriculaire

F. Robinet d'arrét du
patient

G. Tuyau du patient

H. Mécanisme de
verrgulilage CORD-LOC
avec ficelle

i. Chambre de compte-
gouttes

J. Robinet d"arrét du
systéme

K. Sac de recusil
L. Sites d'injection/
prélévement

Sisterma deiDrenaje

Externo il de

CODMAN

A. Trdcar

8. Panel de medicién

C. Estilete

D. Ssgurc LUER-LOK y
capuchén de
saguridad LUER-LOK

E. Caléter ventricular

F. Liave de paso al
paciente

G. Linea al pacisnte

H. Mecanismo de
seguridad CORD-
LOC con cuerda

I. Gotero

J. Llave de paso
del sistema

K. Boisa colectora

L. Punto de inyeccién/
muestra

Sistema di drenaggio

esterno i CODMAN

A. Trequart]

B. Pannello di misurazione

C. Mandrino

D. Connattore LUER-LOK
ed tappo LUER-LOK

E. Catetere ventricalare

F. Rubinetto d'arresto dei
paziente

G. Tubo del paziente

H, Meceanismo di
bloccaggio CORD-LOC
con laccio

I. Camera di
gocciolamento

J. Rubinetto d'arresto de!
sistema

K. Sacca dl raccolta

L. Punti d'inocislazione/
campionatura

Sistema de Drenagem

Externa H CODMAN

A, Trécar

B. Escala de medicao

C. Estilete

D. LUER-LOK e tampa
LUER-LOK

E. Cateter ventricuiar

F. Torneira do doente

G. Linha do doente

H, Fio @ mecanismo de
fecho CORD-LOC

I. Cémara conta-gotas

J. Tomeira do sistema

K. Saco de recolha

L. Ponto para infecgio/
recoiha

CODMAN

ITAB—+)L

BLT—YY2FAN

A FOB-IL

B. MR/ Ny OM—K

C AT vk

D. LUER-LOK H&1F
LUER-LOK Fp

E lEBNT—FIL

F BEMTIE

G B8NF -

H. S8 M {¢ZCORD-LOC
QuEFR I TANTIA

L Ry TIFeit-—

J PXFLNER

K GER/ISy

L EASY ) o

A
WX
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CODMAN External Drainage System
mmmmammqugggggmamanggmmmwu

préldvemeont
H. Sac de recuei
Boisa de Recelacclén y
Jﬁmdt‘l'ubocdol
Sistema de Drenaje
Externo il de CODMAN
A Panel de medicién
S.Moeunhmdoaqundad

CORDALOC con cuerda

E. Uave dé 8l paciente
F Ltnualg:;:num

G. Punto de inyaccitn/
muestra
H. Bolsa colaciora

cam|
H, Saccs di raccoita
Conjunto de tubos s
saco de recolha do
EDS I CODMAN
A Escalade
B. Fhemmnhmm?:o
fecho CORD-LOC
C. Camara conta-gotas
. Torneira do sistema
E. Tornslra do doente
;.!';hhadoduonh
. Ponto para injecgio/
racotha
H. Saco de Recoiha

CODMAN
IO
BLF—9URTF L
Fa~-T2y A
BRI
A NERISyDON—F
8. RA&R{3E CORD-
LOCOw 27
ABZAn
C. RUwIF o2t~
D. VZATLER
E BuMNan

F. BUNF 21—~
QAENSTTUIE
H. Ry

X5
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CODMAN External Drainage System ii
CODMAN External Drainage System 1l Collection Bag with Tubing

LCN 169847/

Suporte LV
instaiacién de los a' Tetuigiro
L Componentss Externos g. ;mmm f.?f "
B, Panel dul . 23 4a camara conta-gotas
F. 0 Vermeing
€. Tornillo negro G. U
< Dogt o qmaqommcaam do
instalistion externer ——d H. Clamps deslizantes
al Komponenten . T-"”'.’-'{"'“ sistema
A C . Ponto.de injecclio
G. Linea central de la K. Linha do ¢
A LV. Pols B. EDS I Tablett : - . doents
B EDS i Tray C. Schwaze Sciraube K, Sians meicanie h'rs""‘"““md"m.
D.Drb: aluSm.m Arton ) . . Llave de paso del N. Ponto para injecgaofracotha
E Clamp ERADBORD 17
F. Red *0° K. Lines sl pacien ALY, -l
‘paciente
G. Center Line of L. liave de paso at %;Dbs‘;tu._
H. Side Clamps uemm.,,' M.Solsa de recogida D. BYy IF v it—%eD
L. Systam Stopcock I. System-Verschiughahn N- Punto de inyaccidry s gagj
-klriicwonjl.h % injekcionasiele & BENnOPn
L. Patient Stopoock 9 H. 2370557
M. Collection B4 L ZATLNER
N. Inocton/Sams hrnshrooi L A
.Sﬂt pling M. Auftangbeute K BENF 73—
' L BENEe
M. B/ &
NEA/ DYy .

-
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CODMAN External Drainage System il Collection Bag with Tubing LCN 169847/E
Pressure Satting of Regolazione delia Drainage Only Posigéio de Apenas
Drip Chamber pressione della Position for Both Drensgem para
A. Black Adjustment camera di Stopecocks Ambas as Tornelras
Screw goceiolamento A. To Drip Chamber A. Para a cAmara conta-
8. Inlet Tubing "Peak” A. Vite nera B. Manitaring Port gotas
g. ftnetr:l:" Ve\v;taw B. Punto piit alto C. Ta Patient B. Abertura para
. Antireflux Valve C. Sfiatd sterile monltorizagéo
E. Drip Chamber Pressure 0. Valvola antiriflusso g:"all'r‘::ge""':g beide C. Para o doente
Setting Arrow €. Freccia di regolazione Anag 2 ODERLD
F. Pressure Indicator di pressione VerschiuBhéhne kL _J_'__ Sona
Druckeinstellung der . indicatore di & Zur Troplkammer A oI e I
Troptkammer pressione C. Zum Patienten ppll)
A. Schwarze Regulagéo da B EZOUYI K~
Einstellungsschraube pr&ﬁp da Camara Pasition de Dralnage C. BFOPA
8. Inietschiauch H5he" Conta-Gotas Selilement pour les
G. Steriler Aus¢ A, Parafuso preto de deux robinets d'arrét
D. Antin)c!muﬂ-Vemli sjuste A. Vers la chambre de
E. Druckamst_e!— B. “Pico” do tubo de compta-gouttes
lungsmarkierstab der admissdo B. Orifice de contrdle
s Tropfkammer . Vemilador estéril C. Vers le patient
F. Druckanzeiger 0. Valvula antirefluxo Posizione di
Réglage de ia E. Seta de regulagio da Drénagglo Soltanto
preasion de la mﬁw; cdmara per | due
chambre du compte- = . rubinetti d’arresto
gouttes ¥. Indicador da pressdo A Alla camera di
A. Vis de réglage noire RiJwIFeit— gocciolamento
B. Tube d'entrée DERRE B. Apertura di
« Maximum » A RANASERY monitoraggio
g. xenﬁlation rztﬂéﬂle B BAF1-T BRI C. Al paziente
. Valve anti-reflux C. MEARH
E. Fiiche de réglage de ia o. gﬁm fia:] gostclén Sélo b
presgion de lachambre £, 12Uj w JF v /t— renaje para ambas
F. Indicateur de pression F. EiERY A. Haf" la cémara de
Ajuste de Presion de 8. Portho de
la Cémara de Goteo monitorizacién
A. Tomillo de ajuste negro C. Hacla el paciente
B. Tubo de entrada
“Méximo®
C. Vélvula atmosférica
D. Vaivula anti-reflujo
E. Flecha de indicacién de
Ia presion de la cdmara
de goteo
F. Indicador de.la presién }
iv
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 y
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CODMAN Exumul Drllmgo System I
CODMAN External Drainage System lf Collection Bag with Tubing _ LCN 169847/E
Monitoring Only Posizione di Monitoring/Drainage Posicién de
Position for Both Only Position for Monitorizacién/
Stopcocks Soitanta per | due : Drenaje para ambas

a. m cmmmw mblnmk Ane d'mstom A. To Drip Chamber LUavses de Paso

CAamera )

8 M , A muma
Stellung 8 m B. Portllic de

for Deide oarwechung :w“' ;‘:"“" - C. Hacia ol paciente
VerschiuBhihne de Apenas | |vgrachiughiihne Posiglo de

A, Zur Tropfkamener Monitorizagho para Tropfkam mﬂg::ﬂﬂd

8. Monitoranechiul Amhl"t‘l‘cmdru B. MonkoranschiuB Dreriagem para

C. Zum Pafienten A Para a chmars C. Zum Patlenten Ambas as Tornelras
Positionde Contréle g Sn0e Position ds contrdle A Paraacimana
-Seufement pour les monltorizacho et de drainage pour B. conta-gotas
deuxrobinetsd'arrdt  C. Pwao dosnts les deux robinets Abertura para

N omegam | 220BEOE=S AVesichamrece O Faxs o

8. Orifice de contrile UYITOnm - 2DDERNDES
C. Vers la patient A-gg’”’d’"—m B. Orifice de contrdle DT/ RUF=—D
Posicion Solo 8. EZHUYT— C. Vors ia pationt um
Monltorizacién para C. S uOra A gg’j'f? pIAL T )]
proes Liaves de - B. E=HYYIR—
A. Hacla la cimara de C. pgonn

8, goteo de A mmcna

mmm :
C. Hacia of paciente

R |
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’
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CODMAN External Drainage System il

CODMAN External Orainage System Il Collection Bag with Tublng

10

OFF Position for
Both Stopcocks
A. To Drip Chamber
8. Monitoring Port
C. To Patient

OFF Position fiir
beide
VerschiuBhéhne
A. Zur Troptkammes
8. MonitoranschiuB
C. Zum Patienten

Position OFF pour

les deux robinets

d'arrét

A, Vers la chambre de
compte-gouttes

8. Orifice de contrdle

C. Vers le patient

Posicién OFF para
Ambas Liaves de
Paso

A. Hacia la cdmara de

goteo

B. Portillo de
monitorizacitn

C. Hacia el paciente

Posizione OFF peri
due rubinetti
d'arresto
A, Alla camera di
gocciolamento
B. Apertura di
manitoraggio
C. Al paziente
Posiglo de
Desligado para
Ambas as Torneiras
A. Para a cAmara conta-

gotas
B. Abertura para
monitorizagdo
{3, Para o doente

2 2DNERD OFF
gl
A FUwIFo0IN—0

g
B. EZHUTR—-b
C. BEVOIIE
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LCN 169847/E -
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haya sido reesterilizado, ni aceptaré para su abono
0 cambio ningiin producto que se haya abierto,
aungue no se haya usado.

Mientras el envase individual del producto no esté
abierto ni daflado, el producto es astéril.

INSTRUCCIONES DE USO

A. Técnica Quirdrgica General: Catéter
Ventricular

Ya que el punto de insercion del catéter ventricular
as variable, las decisiones concemientes a la
técnica de insercién y la verificacion de ia coloca-
¢ion adecuada daben tomarse por al tirujano de
forma individual en cada caso.

1. El punto operatorio' debe ser preparado y
cubierto asépticamerite.

2. Realice la cateterizacion con el estitete colocado
en el catéter; retire el estilete y verifique la salida
libre del fluido.

3. Una el extremo distal del catéter al extremo con
aristas del trécar. Introduzca el extremo afilado del
trécar en la incisién usada para la cateterizacidn y
canalice subcuténeamente a fravés de una distancia
corta. Ver Figura 3.

4. Saque el trécar a través del cuero cabelludo.
Teniendo cuidado para no desalojar la porcién intra-
ventricular del catéter, avanzar el catéter a través
del tlnel subcuténeo hasta que la curva del catéter
no sobrasalga de Ia inclsién. Ver Figura 4. Ocluir el
catéter con fércaps recubiertos de goma.,

S. Asegure el catéter a Ia piel en ef punto de salida,
Suturar el punto de incisién. Cubrir el drea con un
apdsito estéril,

6. Suture el extrema distal del catéter al extremo
con aristas def conector de LUER-LOK hembra con
la tapa-colocada. No quite fa tapa de ia Rave
LUER-LOK hasta que esté listo para unir el catéter
al juego de tubos para conectar al pacients del
Sistema de Drenaje Externo Il de CODMAN,

B. Técnica Quirdrgica General; Catéter Lumbar
Puesto que ol punto de insercién dei catéter lumbar
es variabile, ef cirujano debe tomar en cada caso
particular fas decisiones concernientes a fa téenica
de insercién y comprobacién del emplazamiento
adecuado.

1. El punto operatorio debe ser preparado y
cubierto asépticamente.

2. Utilice anestesia local,

"Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3. Haga upa pequena incisién en la regién lumbar
media, entre L-1y L-3.

4. Con el obturador en su sitio, insertar la aguja de
Touhy de 14 en el espacio subaracrioideo. Girar ef
bisai de la aguja hacla arriba en el caso de coloca-
¢ibn cefdlica o hatia abajo si la colocacién es
Caudal. Para comprobar que el lumen de la aguja
Touhy ha entrado al espacio subaracnoideo, retirar
el obturadpr lentamente hasta que aparezca gl
liquido cefalorraquidee. Si no aparece, reinsertar ef
obturador y volver a colocar la aguja.

5. Cuandoila aguja se haya colocado con precisién
¥ se obtenga liquido cefalorraquideo transparente,
retirar completamente el obturador e insertar el
extremo ablerto del catéter a través de la aguja
Touhy en el espacio subaracnoideo al nivel deseado.
Las mama: en el lateral del catéter son una ayuda
para madir {a distancia. NOTA: Para facilitar la colo-
cacidn, hunedecer el catéter an solucién estéril.

ATENCION: para minimizar el riesgo de dafar ei
catéter, poner especial cuidado de no refirarlo
después d¢ haberlo insertado en la aguja, Si el
catéter deble ser retirado, retirar ol catéter y la aguja
simultdneatnente.

6. Retire la.aguja Touhy sobre el extremo distal de
catéter con.un movimiento de vaivén aj tiempo que
sa marttiene sujeto el catéter con unas pinzas de
tejida recubliertas de goma.

PRECAUCION: ia silicona tiene una baja resis-
tencia & coites y desgarros, por tanto utilice pinzas
cubiertas dé goma cuando maneje el catéter de
silicona.

7. Corte el catéter cerca del lugar de incisién.

8. inserte al]f extremo con aristas del conector
LUER-LOK {con la tapa colocada) en:el extremo
distal del catéter y suturar los componentes hasta
que no se separen.

PRECAUCION: se recomienda suturar el catéter al
conector LUER-LOK para prevenir posibles perfora-
ciones de los componentes cuando ss retire,

PRECGAUCION: ponga extremo cuidado cuando
haga ligaduras para evitar cortes u oclusiones del

tubo. No se recornienda utilizar ligaduras ds acero
inoxidable e productos de silicona,

9. Asegure ¢l conector a la piel en el punto de
salida del catéter mediante sutura a fravés de los
agujeros en las lengletas,

e

| imaEEt
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10. Cubra la zona con un apésito estéril, No retirar
la tapa LUER-LOK hasta que se vaya a conectar ai
catéter al juego de tubos para coneclar al pacients
del Sistema de Drenaje Externc 1l de CODMAN,

PRECAUCION:; tenga culdado cuando retire ¢
cambie la tapa LUER-LOK para evitar fa contamina-
cién.

C. Instalacién de Componentss Externcs

1. Coloque ef clamp para el Sistama de Drenaje
Externo CODMAN, cédigo 82-1723, a un soporte
de gotero. -

2, Instale la bandeja del sistema en al clamp.
Nivelar el 0 rojo de la sscala mm:mmeemu de
la cabeza del paciente para ar; y
con el purtto de salida de! catéter lumbar para el
drenaje lumbar. Asegurarse de que los cinco
clamps deslizantes eatén abiartos.

Sa inciuye una cuerda con mecanismo de clerre
CORD-LOC como método W eol%;‘agdn,
Para mayor seguridad, anude la cu por encima
del macanismo de cierre CORD-LOC una vez que
ol sistema se encusnire en posiclén.

ATENCION: la presién intracraneal esta controlada
por la altura de.la cimara de gotea raspecto a la del
paciente. Es im » por tanto, que np s modi-
fique |a altura de la cdmara de goteo hi del paciente
accidentalmanta.

ATENCION: los movimientos del paciente después
de haber colocado la cdmara de goteo pusden
afectar a Ia presidn intracraneal.

ATENCION: hay que tener cuidado para evitar |a
humectacién de la véivuia atmosférica estérl de ia
cimara de goteo, ya que la humedad puede alterar
la prissidn indicada. Si Ia vévula se moja, cambie
inmediataments los tubos y la bolsa con un cédigo
82-1721 o con los componentas del cédigo
82-1720.

PRECAUCION: es recomandable que la boisa esté
suspendida durante el transporte-en lugar de
apoyada sobre una superficie. La humedad provo-
cada por los movimientos del liquido en su Interior
podria dg]a‘r &ire atrapado reduciendo fa capacidad
da la bolsa.

3. Deslice la flacha de la cdmara de goteo hasta la

presién deseada en milimaetros de mercurio o centl-

g::‘t:sdeagu&elgcmmmommegg:mudo
3 agujas del reloj pars aseguraria.

APRIETE DEMASIADO EL TORNILLO,

NOTA: ia flecha de ajuste de presién coresponds a
la salida dei liquido en la véivila D dentro
de |a cémara de goteo. El tubo de entrada por
oancima de (a vilvula anti-reflujo no afecta al ajuste
de presi6n dablido a que ambos extremos son equi-
distantes al punto Algido desds la flecha de ajusts.
Ver Figura 6.

4. Girar ambas llaves de paso a !a posicién de Sélo
Drenaje. Ver Figura 7.

§. Las lineas de monitorizacién de la presién intra-

cransal (no suministrades) se conectan a la Rave de
puo_dolabmdejun(:oauﬂavodepasodﬂa

linea hacia ol paciente.

NOTA: el disefio dei Sistema de Dranaje Extemno Ii
de CODMAN dela entrar aire por la vilvula atmos-
féﬂumérﬂdstac&mandam.&top«nﬂu
fijar la presidn intracraneal por medio de la altura de
fa cdmara de goteo y evitar la succién o 1a presién

; desde la linea de sallda o !a boisa de reco-
gida.quopodrianafoctaralm Es normal que
haya aire en [a linea de salida'de la cdmara de
goteo.

8. Purgue ol sistema con una solucién salina estérl
utiizando técnicas estérles. irrigar hasta la cdmera
da goteo, a través del conector LUER-LOK de los
mbpshacladpadame.olalhvcddporﬂllodo
monitorizacién del paciente. Verifique que no haya
fugas y que el liquido se mueva libremente hacia la
bolsa de drenaje.

7. Figtire la tapa del conector LUER-LOK hembra
del extramo distal del catéter ventricular o lumbar, y
conéctelo a ia linea del paciente.

D..Uso del Equipo de Monitorizacién de Presién

Cen & equipo de medicidn de presion intracraneal

nectado al portill de monitarizac n, puede vigi-
ggull; pudénlintaéeralnozl ’(tgle) :n la lave
paso:en cualquiera de las dos posiciones, se
detalla a continuacién, pos segin

1. La presién intracraneal puede controlarse girando
Ia!l_awdapasomquaelm;ngocemnlup&m
hagia 1a conexién del catéter, segin se muestra en
la Hg_ura 8. Esto detiane el flujo del fluido hacia la
bolsa de recogida y el punto dé inyeccidn. Ei fiuido
sélo elrculara desde el catéter hasta el portillo de
menitorizacion,

ADVERTENCIA: con la llave de paso en la posicién
S8l Monftorizacién, el fluido no drenard hacia I
bolsa de recogida. La llave de paso no debe

necer &n esta posicién si la funcién primaria es la

W

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 —
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derivacién. La llave de pasc debe voiverse a la
posicién Sélo Drenaje {ver Fig. 7).

2. La presidn intracraneal también puede monitori-
zarse mientras se permite que ei fluldo drene hacia
la bolsa de recogida. Gire la llave de paso para que
el mango central apunte hacia el portilio de monito-
rizacién, segin se muestra en fa Figura 9.

ADVERTENCIA: la monitorizacién de ia PIC con la
llave de cierrs en la posicién Monitorizacién/Drenaje
(Figura 9) puede tener como consecuencia lecturas
falsas de fa PIC. La monitorizacién del transducer y
el drenaje simultdneos pueden provocar artefactos
en forma de onda y lecturas de la PIC artificial-
mente bajas como fo describié Wilkinson.$ La moni-
torizacién y ei drenaje de la PIC enforma altemada
se pueden lograr ajustando la Have ds ciere tanto a
I posicién Sélo Drenaje (Figura 7), para el drenaje
de la PIC, como a la posicién Sélo Monitorizacién
{Figura B), para fa monitorizacién de la PIC.

E. inyeccidn y Muestreo

1. Gon el mango central de ia llave de paso apun-
tando en sentido opuesto al portilio de monitoriza-
ci6n (posicién Sélo Drenaje, segtin se muestra en la
Figura 7), cierre ei clamp deslizante inmediatamente
distal a la llave de paso. (NOTA: Se facilitan dos
clamps por si se utiliza la técnica de doble fijacion.)

2. Antes de punzar ei punto de inyeccion, limpielo
asépticamente para evitar posible contaminacién.
(NOTA: si sa desea, puede usar una pequefia
jeringa para eliminar el aite atrapado en Ia linea,
antes de efectuar la inyeccién.)

3. Realice la inyeccién, o el muestreo, seg(in nece-
sidad. (NOTA: la capacidad del tubo hacia el
paciente y el catéter ventricular, desde el punto de
inyeccién hasta el extremo proximal del catéter es
aproximadamente 1 cc.)

4. Vuelva a abrir el (los) clamp(s) después de ia
inyaccidn o del muestreo para reanudar el drenaje.

F. lrrigacion del Sistema

Pard irigar ol sistera desde ia llave de paso hasta
la balsa de recogida, gire la llave de paso a la posi-
cidn Off (desconectado) para que el mango central
apunte hacla el punto de inyeccién (ver Figura 10).
Aseglresa que fodos los clamps estén abiertos.
Inyecte el medio Irrigador en ei punto de Inyeccion.

ADVERTENCIA; cuando la irrigacién se ha comple-
tado, ia llave de paso debe volverse a la posicién
normal de drenaje (Fig. 7).

" Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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G. Recamblo dei Juego de Tubos y Boisa de
Recogida del Sistema de Drenaje Externo ii de
CODMAN (cédigo 82-1721)

Utilice fécnicas asépticas durante el procaso de
recambio del juego de tubos y bolsa de recogida.

1. Cierre el catéter ventricular con férceps revestidos
de goma.

2, Gire cualquiera de las llaves de paso-a la posicién
Oft (ver Fig. 10).

3. Desconects la llave LUER-LOK entre el catéter y
el tubo hacia el paciente con un movimiento gira-
torio en sentido inverso a las agujas de! reloj.
Desachis el tubo usado, la cdmara de goteo y la
bolsa dé recogida.

4. Instale el nuevo juego de tubos y balsa de

recogida.

H. Recamblo de ia Bolsa de Recogida del
Sistemu de Drenaje Externo I de CODMAN
(cddigs 82-1722)

Utilice técnicas asépticas mientras se cambia la
bolsa. Lea las instrucciones que acomparian a la
bolsa.

NOTA: en la parte inferior de la bolsa se encuentra
una membrana de létex para inyeccién y toma de
muestras. Para vaciar la bolsa eliminar esta mem-
brana cortando por debajo de la pinza. Utilizar
técnicas asépticas.

I. Determinacién de la Velocidad de Drenaje

1. Mida el liquido en Ia bolsa después de haber
pasado un tiempo previemente determinado.

2. Caleule la velocidad de drenaje dividiendo el
volumen recogido por el tiempo transcurrido.

Método Alternativo

Pamfdékn'ninar la velocidad de drenaje cuando el
volumen drenado es pequeiio {75 cc o menos}, siga
el siguiente procedimiento; .

1. Pince &l tubo de drenaje 2 cm por debaijo de la
cémara de goteo. )

2. Daspués de transcurrido un iempo pre-
deterininado, mida el liquido acumulado en ia
camara de goteo en milimetros. No deje que la
caimarg de goteo se llene completamente, yaquela
humédad podria bloquear la vélvula atmosférica.
NOTA: el liquido en la base de la cdmara ylos 2
cm del &ibo pinzado (0,5 cc) no deben considerarse
en la medida. .

\.@
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3. Calcule la velocidad de drenaje dividiendo el
volumen por el tiempo transcurnido,

4. Abra de nuevo el tubo para continuar ¢l drenaje.

ATENCION: preste espacial atencién para na
cambiar la altura de la cdmara de goteo al efectuar
{a medida.

Bibliografia
Para consulter la bibliografia, vea ol final de la
seccién en inglés,

Garantia

Johnson & Johnson Professional, Inc, garantiza que

este dispositivo médico st exanto de m&s

tanto en'su material como en su manipulaciéa, LA

IANTIAS ANTERIORMENTE CITADAS EST,

- EN LUGAR DE OTRAS TANTO EXPRESADAS
COMO IMPLICITAS, INCLUYENDO CUALQUIER
GARANTIA DE COMERCIABILIDAD O CONVE-
NIENCIA DE USO. La conveniencia de usar el pro-
ducto para cualquier proceso quiriirgico serd deter-
minada por el usuario. Johnson & Johnson
Professicnal no serd responsable de daflos acci-
dentales o consecuentes de cualquier tipo.

® CODMAN sa una macca registrada ¢e Johnson &
Johrson Professional, inc,

+
¢

@ LUER-LOK o3 una marca registrada de
Becton, Dickinson, and Co.

® CORD-LOC es una marca registrada de ITW Nexus

INFORMAZIONI IMPORTANT

Da leggere prima dell'uso

Sistema di drenaggio esterno Ii
CODMANe®

Sacca di raccolta con tubi peril
Sistema di drenaggio esterno II
CODMAN

| STERILE | EO]

Sterilizzato ad ossido di etilene
indicazion|

It sistema df drenaggio estemo 1) CODMAN & indi-
cato per If drenaggio di iquida cefalorachidianc

(CSF) ed altr liquidi aventl simill caratteristiche
fisichie per Ia riduzions ed il controlls del‘aumento di

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

wolume e pressione intracranici nei casi in cul & con.
troindicata una derlvazione intermna permanents.t+
Descrizions

i sistema dt drenaggio esterno I (cadice 82-1720),
tappresentato in Figura 1, comprende:

* un catetere ventricolare in silicone radiopaco da
35em, D1, 1,.5mm e D.E. 3,1 mm:

© Un mandrino retto in acclalo incssidablle da 36 cm
dllunghezza per I'inserimento del cateters;

¢ Un trequarti curvo in accialo incssidabile con
estremita a punta per fnserimento sottocutaneo dd
catutora;

* un connettore LUER-LOK® femmina con tappo
per Il collegamento dedl’ distale del cateton

* un laccio dopplo da 81 em con meccanismo di
bicccaggio CORD-LOCH:

* dqn pmnoﬂx:‘: misu;azl;me da 27 cm

nel vasscio termoformato) per 1a r

prqm intracranica (ICP) con conversione in ma
Hgied istnadon in pit lingue;

* una camera di gocclolamento da 75 mi dotata &
valvola antirifiisso e sflato atmosferico starile;

® unmbodelpaﬂenbdaﬁ?cmconduodamp:

* due rubingtti d'arres'zo a quattro vie, clascuno con
connettors LUER-LOK fammina per monitoragglo;

* due punti d'inoculazione/campionatura in fattice; ¢

;ﬂunasacea dl raccol;a vinilica sterile, dotata ddvi-

o, avente capachti di 700 mi, graduata con

sione deila scala in 50'ml. o

La sacca df rac tbi per il sistema di dre-

M&?:‘-mbﬁ' 1 (codice 82-1721), rappresentata

Figur ‘2.;‘qgo?gutadhisoneompomnum
169

o8l titzions. Viene fornito un con-
rietidee LU mina con tappo per I colle-
gambnita a cateteri veritricolari in silicone con D..
1.5 mm,

1 pradott di cui sopra sono fornit! steriil,

NOTA: Misura di volume della sacca di racolta,
220 mi, 0 £5% del volume liquido reale. Misura df
wolume della camera di gocciolamento, £1%.

! saguenti component sono disponibill separata-
W%mmpim col sistema dl drenaggio ester?

WL
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Codice Descrizione

B21722 Sacca di raccolta (sterile) per
sistema di drenaggio estemo Il
CODMAN, confezione da S

82-1723 Clamp per stativo (non-starile) per
sistema di drenaggioc estemo [l
CODMAN '

82-1704 Tubo di monitoraggio (sterlle} deila
pressione inracranica COOMAN
manousa

821705 Set per cateterismo (sterfie) per
drenaggio estarno CODMAN

82-1706 Catatere (sterlle) per dranaggio
estomno lombars CODMAN con
ago di Touhy

Controindicazioni

H prodotto non pud essere venduto od utiiizzato per

usi diverst da quelli indicati, per | quali & stato

espressamente studiato.

Limplego del prodotio & controindicato in presenza
d'Infeziona del cuolo capeliuto.

Il prodotio & controkrxdicato in pazient trattati con
anticoaguiant o affett da diatesi emorragica.

1t prodotto & coniraindicato quando non sia disponi-
bile personale specializzato 24 ore su 24.

AVVERTENZE

La pressione intracranica viam controllata regolando
l'altezza della camera di gocdiolamento rispetto al
paziente. E' pertanto indispensabile avitare d'alzare
od abbassare accidantalments la camerao il
paziente.

Occorre evitare che lo sfiato sterile della camera di

gocdolamenmslbami.pe@élnwcmd
poftrebbe produrre un' della regolazione
pressoria. Se 1o sfiato sl b soaﬂuraimmodla-

tamenta il tubo e la sacca dl dranaggio col prodotto
codice 82-1721 a con compeonent dotlacuiozione
codice 82-1720.

L'altezza della camera di gocciolamanto e del
paziente pud assera modificata esciusivamente da
personale qualificato su aspressa richiesta del
medico.

Lo spostamento del paziente successivamente ai
postzionamento della camera di gocciclamento pud
muodificare la pressione intracranica.

Per ridurre al minime il rischio di danneggiare il
catetere, evitare di tirare il cdtetere dopo averio
inserito neli’ago. Dovendo togliere il catetere, tirare
contemporaneamente ago e catetere.

‘. Records processed under FOIA Request 2013-6292; Released 10/17/14

Prima di utilizzare il sistema per la prima volta, strin-
gere manuaiments tut gil attwdi LUER-LOK, In
quanto potrebbero essersi allentati duranta B tra-
sporto & la manipolazione.

Con rubinettc d'arresto in posizione di Monitoraggio
Soltanto (Figura 8), il liquido non defluisce nella
saccadlraeooﬁa.sulsistamavhnouﬂltnm;:er
lo shunting, il rubinetto d’arresto non dev'essers in
questa posizione, ma dev'essere riportato nella
posizione Drenaggio Soltanto (Figura 7).

drenaggio ¢ del m nnoragqlo del tra-
sduttore pud causare onde @ riavazioni
della pressione intracranica pi
basse, come descritto da Witkinson.$ Il drenaggio @
il monitoragglo alternalo della pressione intracranica

pud agsere ottenuto sistem i rubinetto
d'amsto o nella posizione d@p Soltanto -

{vedere Figura 7) peril d 0 nella posizione
dl Monitoraggio Soltanto (vedere Figura 8) per il
monitoraggio.

Se il rubinetto d'arresto & stato portato in posizione
dMonltomggloSdtaMnodOFF (Figura 10)
durante if monitoraggio deila intracranica
o il lavaggio dei sistema, per riattivare lo shunting
dev'essere riportato in posizione Drenaggio Soltanto.

Si deva fare attenzione a non alzare od abbassars
la camera df gocciolamento durante il calcolo della
velocita di drenaggio.

PRECAUZIONI

Sé 31 usano componenti di marche diverse dalla
Codman, consultare le istruzioni della casa.

intutte le tasl d'implego del prodotic & necessarke
adottare una tacnica sterila.

Prestare ia massima atienzione per impedire che il
catatere ventricalare entri in contatto con dita nude,
asciugamani, teli, talco o materiali filacciosi o
granulosi.

L.a gomma siliconica & altamente elettrostatica, per
¢yl attrae le particelle presenti nell'aria e | contami-

nanti superficiali con canseguent possibill reazioni
alivello dei tessutl,

La gomma siliconica presenta una bassa resistenza
al tagiio od allo strappo, per cui occorre manipolare
il catetere servendosi di una pinza con inserto in
gomma.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79§-8118
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S raccomanda di suturare il catetere alfattacce

LUER-LOK per impedire che | component si stac-
chino quando viene tolto il catetere.

Nell'eseguire e legature, fare attenzione a non
tagliare od occludere i tubl. Coi prodott in silicone &
sconsigliato I'uso di lagature in acciaio inossidabile,

Per impadire la contaminazione pranders le oppor-

tune pracauzicni nel togliere @ nel rimettere i
tappo LUER-LOK.

Dumlraspmmdmmdmmpesa
la sacca di raccolta, senza faria appoggiare su una
suparficie. Se il liquido presents nella sacca bagna
lo sfiato per un lungo periodo di tempo i pué pro-
durre 0 d'arla, con conseguente ridu-
Zioné della capacitd della sacca.

Sterllita

@ Prodotto monouso

il prodotio § MONOUSO E NON DEV'ESSERE
RISTERILIZZATO. Seguire una tecnica sterfe in
tutte le'fasi di manipolazicne. La Johnson & Johnson
prodotti risteriiizzati @ non accetta resa in rimborso o
in sostituzioni di eventuali prodotti aperti @ non usat,

llprodomhhrilcacondlziommhﬁngoleom-
tezionj non vengano aperte o denneggiate.

P A F—
‘schica chirurgica generale:

Stante la moltepilcit dei possibill puntl dinssrimento
dei citeteri vertiricolart, la decisione relativa alla
tecnica dinserimanto ed alla verifica det coretto
imar&nmédmpetamdddmurgocasoper
caso.

1. Preparare asetticaments @ ricoprire con tell storili
il punto operativo.

2. Eseguira il cateterismo col mandrino nel Cateters;
togllere il mandri , verificando che 1 fiquido
defluisca regolarmente.

&Wrmm«m.arm&

28

et T et . St fa i + e s s Bl g

4. Far uscire it trequartl dal cugio capeliuto. Facery

attenziona a non spostare la porzions intraventriy

lare del catetere, introdurre quest'ulti
Sottocutanac fino a scomp.
Figura 4. Occludere il catet
con inserto in gomma.,

S.Flssamﬂwmdhmndpmmm
Suturare 1 punto d'incisione. Coprics ta zona con
sterile.

mo nel canak
del'ansa. Veders
 mediante una ping

‘&2‘“’" del connettore LUER-LO

mith a punta e -LOK femmina
con relativo tappo attace Togliere i tappo sok
manautnopdmadlconoqmllmdu
del paziente del sistema oI drenaggio esterno 1|

catotere allestre-

B. Tecnica chirurgica generate: Catetere Jombs
Stante la molteplicita del punti d'inserimento del
cateteri lombari, Ia declsl 0
inserimento ed alla verifica def corretio inserimer
édeompetenz'adelehlmrgo Cdso per caso.

1. Preparare asetticaments e ricoprire con tell ste
it punto operativo.

2. Procadere in anestesia locale.

3. Praticare una plccola incisione neila regione
medio-fombare tra L-1 od L-3.

4, Con otturatore in sity, inserire la punta dell’agot
Touhy 14 gauge nello spazio sUbaracnoldeo.
Ruotare:lo smusso dellago verso l'alto per Inser-
mento cafalico o verso il basso per quello caudah
Per accertassi che l lume doll'md Touhy sia
;nwm m‘l?:s,,pazio wb;om leo, disi
ntamante l'otturatore fin ad ¢tteners a compan
quida cefalorachidiana. Se non compare liquix
cefalorachidiana, reinserire I'otturatore e reintro-

5. Una volta introdotto esattamente I'ago ¢ attentt
ﬂmiﬁwuorammm esenteida cristall, disins¢
rire complataments F'otturatore d insarire I'astre-
mita parforata del catetere attraverso I'ago ot Tou
nello'spazio subaracnoideo fing alla profondita

voluta, 1 riferimentl presenti sui lato del catetere

aiutano a misurare la distanza, N.B.: Per facilitare

Finserimento, immargere il cateters in una soluzid
sterils.

AWERTENZA: Per ridwra al minimo il rischio d
are il catetere, fare attenzione a non

8o dopo Inserimento neil'ago. Dovendo

togliere il catetere, estrarre contemporansaments

aga e catetere.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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01-796-8118
" Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3

8. Estrarre 'ago di Touhy oltre I'sstremity distale del
Catetere con una manovra va' @ vieni mantenendo
fermoﬂcatelereoonunapinzapertessuﬁ con
inserto in gomma,

PRECAUZIONE: I sificone presenta una bassa
resistenza al taglio ed alip Strappo, pertanto per
manipolare | cateteri in silicone senvirsi di una pinza
con inserto in gomma;

7. Tagliare i! catetere vicino af punto d"in_pisione.

8. Inserire I'estremita a punta del connettore
LUER-LOK (col tappo) nel'estremita distale det
cateters e suturare i componenti uno con faliro.

PRECAUZIONE: S raccomanda di suturare il cate-
tere al attacco LUER-LOK in modc da avitare il dis-
tacco dei componenti quando viene tolfo il cateters.

PRECAUZIONE: Nell'eseguire le legature, fare
attenzione a non tagiiare od occludere ! tubi, Coi
prodotti in silicone & sconsigliato 'uso di legature in
acclalo inessidabile,

9. Fissare il connettore alla Cute in comispondenza
del punto d'uscita def cateters suturando attraverso
i forl della flangia.

10. Coprire la zona con Medicazione sterile. Togiiere
if tappo LUER-LOK soltanto un attime prima di col-
legare il catstere al tubo dei paziente dei sistema di
drenaggio esterno Il CODMAN.

PRECAUZIONE: Attenzione ad evitare contamina-
Ziond quindo si toglie e si rimette il tappo LUER-LOK,

C. instaitazione dej componenti estern;
1. Fissare I tlamp per stativo del drenaggio esterno
CODMAN {codice 82-1 723) allo stativo . V.

2. Montare saldamente il vassoio contenitore del
sistema di dre iaggio esterno Il suila clamp. Portare
lo 0 rosso. defia scala in corrispondenza dell’asse
centrale della testa del pazients nej casa del dre-
naggio ventrigolare e in corrispondenza del punto
d'uscita dél catetere lombare nel caso del drenaggio
lombare. Accertarsi che tutti o cinque le clamp scor-
revoll siano aperte.

Sono disponibili, in alternativa, un laccio &dun
meccanismo dt bloccaggio CORD-LOC. Per una
maggiore sicurezza annodare jj laccio sopra af
meccanisma di bloccaggio CORD-LOC dopo
Fappiicazione,

AVVERTENZA: La pressione intracranica viene
controllaty tramite 'altezza della camera dj goccio-
lamento rigpeto aj paziente. E' pertanto

indispensabile che né Ia camera né il paziente
vengano sollevati od abbassati accldentalmente,

AVVERTENZA: Lo spostamento del paziente suc-
cessivamante al posizionamento della camera dj
gocciolamento pud influire sylla pressione
intracranica,

AVVERTENZA: Occorre evitare che lo sfiato sterile
della camera di gocciolamento si bagni, perché in
tal caso si potrebbe produrre un‘alterazione della

re i pressoria. Se ¢'d il Sospetto che lo sfiato
sisia Nwm si raccomanda di sostifuire immedia.
tamente il tibo e Ia sacca di drenagglo col prodotto
codice 82-1721 o con component! deilla confazione
codice 82-1720.

PRECA NE: Durante il trasporto si racco-
manda di tenere sospesa la sacca di raccolta
anziché A SU una superficie. Se il liquido
presenta nella sacca bagna lo sfiato per un lungo
periodo dl tampo pud aversi intrappolamento d'aria,
con conseguente riduzione della capacita della
sacca.

3. Portare lafraccia della camera di gocciolamento
sul valore di regolazione della Pressione richiesta in
mm HG o cm H,0, fissandola ruotando [a vite nerag
in sanso orario. NON STRINGERE TROPPO
LAVITE,

N.B.: La freccia di regolazione dslla pressione corri-
sponde all'y del liquido in corrispondenza della
valvola a o allinterno della camera dj goc-
ciolamento. It tubo d'ingresso a monte della valvola
antirifiusso non influisce in alcun modo sulla regola-
zione della pressione in quanto i due lati del tubo

4. Ruotare | due rubinett d'arresto portandoli sulia
pasizione di Drenaggio Soitanto, Vedere Figura 7.

8. 1 tubi di monitoraggio deila pressione intracranica
(non: compresi nelia confezione) vanno collegati af
rubirietto d'arrgsto del vassoio in corrispondenza
delio 0 o al rubinetto d'arresto sul ratto che va al
paziente.

N.B.: La concezione del sistema di drenaggio
esterno Il CODMAN permette I'entrata dell’aria nelto
sfiato sterile della camera di gocciolamento, Gl
consente la regolazione della pressione intracranica
mediante I'altezza della camera di gocciolamento
ed gvita altresi che ja pressione d'aspirazione ¢ Ia
contrapressione dal tubo a valle o dalla sacca di
raccoita possano influire sulla regolazione. £

\ M
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nomale la presenza d'aria nel tubo a valle della
camera di gocclolamento,

8. Avviare il sistema adottando una tecnica sterila
con l'uso di soluzione fisiologica sterile, inviandola
alla camera di gocclolamento attraverso il connet-
tore LUER-LOK sul tubo del paziente o I'apertura di
monitoraggio del rubinetto def pazients. Verificare
l'assenza di perdite ed il corretto deflusso verso la
sacca di drenaggio.

7. Tegliere il tappo dal connettore LUER-LOK
fammina deli'sstremiti distale del cateters ventrico-
lare o lombare. Collegare il connettore al tubo del
pazienta. .

D. implego del dispositivo dl monitoragglo deila
sslone

pre
Con dispositivo & monitoraggio deffa pressione
intracranica collegato ad una delle due aperture di
moriitoraggio, & possibile monitorare la pressione
intracranica con rubinetto darresto in una delle due
posizioni, come sotto indicato,

1. E' possibile monitorare ia pressione intracranica
ructando il rubinetto d'arresto prescetto in moda che
I'aletta centrale sia rivoita verso I'attacco del cateters,
come illustrato in Figura 8. Cos} facendo si blocca I
deflusso del liquido verso la sacca dl edil
punt¢ dinoculazione. La pressione del iquido viene
trasmassa solamente dal catetere all'apertura di
monitoragglo.

AVVERTENZA: Con rubinetto d'amesto in posizions
di Monitoraggio Soltanto, # liquido non defiuisce
nella-sacca di raccolta. Se i sistema viene utitizzato
per lg shunting, il rubinetto d'airesto non dev'essare
in questa.posizione, ma dev'essere riportato nefla
posizione Drenaggio Soltanto (vedere Figura 7).

2. La pressione intracranica pud essere monitorata
anche lasclando defiuire il Equido nella sacca di rac-
colta: Ruotare il rubinetic d'arresto in modo che
I'aletta centrale sia rivolta verso I'apertura di monito-
ragglo, come Bustrato in Figura 9,

AVVERTENZA: Il monitoraggio della prassione
onitoraggio/Orenaggio (vedera Figura 9) potrebbe
causare false rilevazioni della pressione intracranica.

Yracranica pud essers ottenuto sistemando i rubi-
netto d'arresto o nalla posizione i solo dr
(vedere Figura 7) per Il drenaggio o nella posiziona

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

di Mon| io Soltanto (veder:
o Itora%?: 0 (vedere Figura 8) per

E. Inoculazions s campl natura
1. Con aletta centrale del rubinetto d'arresto det
paziente in senso opposto an'ape‘rtura di monito-

raggio (posizione di Drenag 1 Sahtanto, ved
quwa‘f).d'dudpmladmpdo‘ ; immediata.
mente distale rispetto al rubinefio d’arresto. (NB.:

Laconi:"eziomd%n:lum%'uc clamp scorrevoll da
usare in caso ego d’una tecnica a doppio
clampaggio.)

sznadlbumﬂpumodWaﬂom.m
asetticaments in modo da evitare possibiil contami-
nazionl. (N.B.: Volendo, si pud usare una piccola
sidinga per togliére I'aventuale aria rimasta

lata nel tubo prima di esaguire Mnoculazione.)

3. Procedere aliinoculazione o alla campionatura, s
saconda dei casi. (N.B.: La cagacith dei tubo del
paziente e del catetere ventri , dal punto d'ine
culazione alla punta prossimale del catotere, 3 di
cirea 1 cc.)

4, Riaprire la cdamp (o le clamp) dopo linoculazion
o la campicnatura per riattivare I drenagglo.

F. Lavagglo def slstema
Per lavare mma dal rubinetto d’arresto aila
sacca di raccolta, portare Il rubipetto det paziente
sulla posizione OFF in modo chie 'aletta centrale s
rivolta verso il punto d'inoculazione (vedere Figura
10). Aprire tutte le ciamp. Inlettara il mezzo di
iavaggio nel purits d'inocutazione.

AVVERTENZA: Una volta compietate i lavaggio, §
rubinetto d'arresto dev'essere rgonm nella posi-
ione di Drenaggio Soitanto (Figura 7).

G. w_mt:.lda;t‘dltubpgcmd
raccalta per sistema di drenaggio estermna If
CODMAN (codice 82-1721) o

Seguire una tecnica sterile in tutte Ie fasi deila sost
tuzione de! set di tubi e sacca di raccolta.

1. Occludere il catetere ventricolare con una pinza
con inserto in gomma.

. Portare uno qualsiasi dei rubinettl d’arresto in

posizione OFF (vedere Figura 10).

3. Scollegare I'attacco LUER-LOK tra il catetere of

il tubo del pazientte con movimento di rotazione
ntlorsirio. Gttare i tubi, la camera d gocclolamers

& lis saces dl raccolta usati,

4. Installare la sacca di racesita ed il set di tubi nu¥

P
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H. Sostituzions dells sacca di raccolta per
sistema di drenaggio esterno Il CODMAN
(codice 82-1722)

Saguire una tecnica sterile in tutte le fasl della pro-
cadura di sostituzione della sacca di raccolta.
Vedara le lstruzioni fomite assiemae alla sacca di
sostituzione.

N.B.:sutondodellasacmdraeqolt?tprmgm
punto dinoculazione @ camplonatura in latice. Per
consentire ii dranaggio della sacca dl raccolta,
rimuovere tale punio tagiiando sotto la clamp con
tecnica sterile.

1. Determinazions deita velocith di drenaggio
1. Misurare # liquido nefla sacca dopo che sia tra-
scorso un periodo di tempo predeierminato.

2. Calcolare la velocith di drenaggio dividendo i
volume raccolto per il teampo trascorso.

Metodo alternativo

Per determinare la velocith di drenagglo in presenza
di volumi ridotti (75 cc 0 meno), seguire la seguente
procedura: - :

1. Clampare il tubo ¢i drenaggio 2 cm softo ia
camera di gocciolamento. | s ®

2. Una volta trascorso un periodo di tempo prede-
terminato, misurare il iquido accumulato neila
camera di gocciolamento in mitlilitri. Non lasciar
riempire completamente la camera di gocciola-
mento, parchi cid bagnerebbae lo sfiato sterle, bloc-
candolo. N:B.: Nefia misura non si deve tener conto
della.quantith di liquido nelfa base deila camera di
gocelolamento e nel 2 cm df tuba clampato (0,5 cc).

3, Calcolare la velocita di drenaggio dividendo §
volume ratcotto per il tempo trascorso.

4. Togliers la clamp dal tubo sotto ia camera di goc-
ciolamento per continuare il drenaggio.

AVVERTENZA: Durante il caicoio della velocita di
drenaggio, fara attenzione a non alzare o abbas-
sare la camera di gocciciamento.

Bibllografia

i materiale bibliografico & elencato alla fine della
sezione in inglese.

Garanzia

La Johnson & Johnson Professional, inc. garantisce
il presente prodotto esente da difetti ¢i materiall ed
egecuzone, LE GARANZIE SOPRA RIPORTATE
SONQ SOSTITUTIVE DI OGNI ALTRA GARANZIA
ESPRESSA O IMPLICITA, COMPRESE EVEN-
TUALI GARANZIE DI COMMERCIABILITA O DI
IDONEITA PER SCOPI SPECIFICL Lidoneltd
al'uso del prodotto per le operazioni chirurgiche
dev'essers determinata dailutente. La

Johnson & Johnson Professional declina ogni
responsabilith per danni indirettf 0 consequenziall
dl qualsiasi natura.

@ CODMAN & un marchio registrato della Johnson &
Johnson Professional, Inc.

® LUER-LOK & un marchio registrato defia
Becton, Dickingon, and Co.

@ CORD-LOC & un marchio registrato della ITW Nexus

INFORMAGOES IMPORTANTES
favor ler antes de usar

Sistema de Drenagem Externa Il

CODMAN®

Conjunto de Tubos @ Saco de

Recotha do Sistema de Drenagem

Externa il CODMAN

{ STEAILE | EO |
Esterilizagdo por éxido de etileno

indlcagdes

O Sisterna de Drenagem Externa | CODMAN esta
indicédo pdra a drenagem de liquida céfalo-
raquidiano (LCR) e de outros fuidos de caracteris-
ticas fisicas semelhantes, para reduzir @ controlar o
volum® ‘@ pregséo intracraniana elevados, quando a
ingercio de um shunt interno permanente ndo é
aconsethdvel.'+

Descrigdo
O Sistetna de Drenagem Externa it (n® de catdlogo
82-1720), Figura 1, § compasto por:

» um cateter ventricular de silicone radiopaco
{1.5 mm O.i,, 3,1 mm D.E.} com 35 cm de
comptimento;

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \ |
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 um estilete recto de ago inaxidavel de 38 cm para
colocagdo do catater;

* um trécar curvo de ago inoxidével com uma
extremidade farpada para puxar o cateter
subcutaneamente;

» um LUER-LOK® fémea e uma tampa de LUER-
LOK para igar a extrémidade distal do cateter:

= um fio duplo de 61 cm com mecanismo de fecho
CORD-LOC™,

* uma escala do madigdo de 27 cm (incorporada
itilelro term ds
ot e ) s S o

* uma cmara conta-gotas de 75 ml equipada com
vélvula anti-refluxo e ventilador ostéril;

* uma linha do doente de 157 ¢m, equipada com
dois clamps;

* duas tompiras de quatro vias cada quat com
abartura para LUER-LOK fémea para monitorizag3o;

». dois pontos para injecgdic/recolha de amastras
om iitex; o

* um saco de recolha em vinjl, estérl, ventilado,
con uma capacidade de 700 ml, graduado {em
incremiertos de 50 mi).
O Sistama de Drenagem Extermna i1, Conjunto de
Tubios: ¢ Saco de Recolha (n® de catdlogo 82-1721),
Figura 2, é composto por componentes extomnos
apenasipara efeitos de substituicio. Também se
inclil um LUER-LOK fémea com tampa para ser uti-
l:zsaao ency’n' cateteres ventriculares de silicone de
SmmD.l

Oaprqdlnoa_ )8 acima referidos sio fomecidos

NOTA: Medida do volume do Saco de recotha de
220:ml, oy seja 5% da volume real do liquido.
Medida do volume da cAmara conta-gotas +1%,

Os seguintes componentes s:;odom ser Igrbﬂdos em
separado para usar com o Sistema de em
Extéma 1| CODMAN: onee

g.ﬁmcm
821722 Saeod?gacolhado&hmada

Drenagem Externa It CODMAN
(estéril), embalagem de 5 unidades

82-1723 Clamp da Suporte do Sistema de

Dranagem Externa Il CODMAN
: {n&o-astér)

82-1704 Linha de 50 PIC Des-
cartével CODMAN (estéril)

821705 Conjunto do Cateter de Drenages
Externa CODMAN (estéril)

82-1706 Catester da Drenagem Externa
Lombar VAN com Agulha ¢
Touhy (estéril) 4

Contra-indicagSes

Este dispositivo ndo é desanhado, ndo 6 vendid,
hem se destina a outro uso qué ndo o acima

Omodemdisposiﬁvoéeomlndladoemm
de infacgdo do couro cabeludo,

Esta contra-indicado em doentes a receber anti-
coagulantes ou que se saiba terem didteses
hemorrégicas.

Esta contra-indicado quando ndo possa haver
:buwmaqao continua, 24 horas ao dia, por pesss
(- 3

ATENGAO

A pressio intracraniana é controlada pola alturat
cdmara conta-gotas em relagad ao doents. &, ps
tanto, imperativo que nem a cAinara conta-gotas
n‘em a% doente sejam acidentaimente baixados os
elavados,

Evits molhar o ventilador estéril da cAmara conts
gotas dado que a humidade podie alterar o valor:
preasdo. Se o ventilador se mothar, substitua imt
atamente os tubos @ saco de recolha por um 82

1721 ou pelos componentes de um 82-1720.
Aammdaeemaraeonh-gotueoudopadmi
‘ qualificado com

deve ser mudada por passoal

ordens do médica,

O movimento do doente depois:de posicionar a

c&mara conta-gotas pode afectar a PIC.

Para minimizar o risco de d a0 cateter, tomt

iwmo para nio retisr:r o cateter depois da

nsercio na agulha. Sa pracisar de trar o catets

retire a aguiha e o cateter sim:ﬂlanoamonu

Aparta com 03 dedos todas as | do

LUER-LOK antes de usar o s pela primeb

vez. As ligaces podem ter-se soltado durante ¢

transporte e desempacotaments.

Com a tomeira na de Monitor-

zac3o (Figura 8) o fluido ndo co para o sac
30

1

o\
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b

de recolha. A tomeira nlio deve ser deixada nesta
;;;miqﬁoaoahmqiopﬁndpdbndam

A tomeira deve regressar & posicio de Apenas
Drenagem (Figura 7).

Monitorizagao da PIC com a torneira na posiclo de
Monitorizagdo/Orenagem (Figura §) pode resultar
numa leltura de PIC faisa. Monitorizag3o do trans-
dutor @ drenagem simultdneas podem resultar em
artefacto de forma andulada e leituras de PIC ireal-
mentsb‘nb&z. modmpormm'w:-"
torizaco ¢ drenagem altemadas podem
m%lmﬂpnlm&m
Drenagem (Figura 7) para a drenagem da PIC, ou
para a posicio de Apenas Monitorizacdo (Figura B)
para a monitorizacéo da PIC.

So a tomeira tiver sido virada para as posicies de
Apenas Monitorizagio ou de OFF (Figura 10)
duraite a monitorizagdo da PiC ou enquanto se
limpa o sistema, deve ser tornado a pdr na posicio
de Apenas Drenagem para retomar o shunt.

& praciso cuidado para ndo levantar nem babxar a
cAmara conta-gotas quando se calcula o volume de
drenagem. .

PRECAUGOES
Siga a9 instrugSes do fabricante quando usar outros
componentes que ndo os dg Codman.

Em todas as fases de uso desto produto sio neces-
sérios cuidados de assépsia.

Deve-se ter axtramo cuidado para evitar que o
cateter ventricular entra em comacto com dedos
sem iuvas, toahas, campas cirlsgicos, talco ou
quaisquer superficies de linho ou granulosas.

Aborracha de silicone & aitamente electrostética e,
como resultado, atral particulas no ar @ contami-
nantes de superficie que podem causar reacglio
nos tecidos.

A borracha de silicone oferece fraca resistdncia a
cortes e a desgaste; portario, use jércops revestidos
a borrachia quando mahnipular o cateter.
Recomenda-se que o cateter seja suturado ao eixo
LUER-LOK: para avitar rasgar 0s componentes
quando o cateter for manipulado.

Coloque figaduras com cautela para nio cortar ou
obstriir os ubos. N&o se recomenda o uso de figa-
duras de ago inoxidavel em produtos de silicons.

Tome cuidado ao retirar e substituir a tampa do
LUER-LOK para evitar contaminaglio.

Para reduzir a incidéncia de infécglo, recomenda-
se que os cuidados com a sakia do cateter @ com a
figagho ao dreno extemo sejam levados a cabo de

acordo com 08 principios dos para os cul-
dados de cateteres de hipe entacio de longo
prazo.

Recomenda-se que o $aco de recolha seja sus-
penso, & ndo colocado sobre ua superficie
durante o transporte. Se o fluido-dentro do saco
molhar o ventilador por um perfodo de tempo pro-
longado pode lavar & que o ar fique preso no saco.
isto irk reduzir a capacidade do saco.

Esterilidade

& usarséumavez

Este produto deve ser usado APENAS UMA VEZ;
NAO REESTERILIZE. Use de assépsia
em todas as fases de manipulagdio. A Johnson &
Johnson Professional nfo se nsabiliza por
nenhum produto que tenha sido reesterilizado, nem
serd éceits como crédito ou troca qualquer
produto que tenha sido mesmo que ndo
usado.

Desde que a embalagem indh dual deste produto
néo tenha sido aberta ou dan , 0 produto
ancolitra-se estéril. ’

Instﬁqéu de Utllizagéio

A. Técnica Clrirgica Geral: Cateter Ventricular
Dado que os locais de inserglo do cateter ventri-
cular variam, as dacisles a técnica de
inser¢do @ monitorizagdo da ¢olocaglio correcta
deven ser tomadas caso a ¢caso pelo cirurgio.

1. Assepticamente, prepare & cubra a drea da
operacao.

2, Faga o cateterismo com o gstilste no cateter;
ratire' 0 estilate, verifique o fluxo livre de ftuido.

3. Prenda a extremidade distal do cateter & extremi-

dadé farpada do trécar. Insira a sxtramidade

agugada do trécar na incisio usada para o catate-

r;_sme esfai;a uma pagsagem subcutinea curta. Ver
igura 3.

4. Faca o trécar passar através do couro cabeludo.
Com cuidado para ndo desidcar a porgaa intravern-
tricuilar do cateter, faga o catoter passar através da
passagem subcutinea até & saliéncia do elo do
catéter j4 ndc sa notar na incisdio, Ver Figura 4.
Tapo o cateter com féeceps revestidos.

5. Prenda o cateter A pele na salda. Suture o local
da incisdo. Cubra a drea com um penso estéril,

%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6. Prenda a extremidade distal do cateter & extremi-
dade farpaca de um elemento de Sigago LUER-LOK
com a tampa LUER-LOK. Néo retire a tampa
LUER-LOK até ligar o cateter & linha do doente do
Sistema do Drenagem Externa il CODMAN,

B. Técnlea Cirtirgica Geral: Cateter Lombar
Dado que 03 locals de insergéo do cateter lombar
vaﬁm.udidséesuWima
insergéio ¢ verificacho ocacéo correcta devem
ser tomadais caso a caso pelo cirurgido.

1. Assepticamente, prepare @ cubra a drea da
cperagio,

2, Use anestesia iocal,

3. Faga uma pequena incis&o na regido
méd?ao niveldal-1 atd A L3,

4. Com o obturador no luger, insira a ponta da
agulhaTml':ydoc:nﬂbummospat;usv.ll:antamsme°
Vire o bissl da aguiha para cima para colocagio
verificar que o Kimen da agulha Touhy entrou no
espaco subaracnéide, retire lentaments o obturador
até aparecer LCR. Se no aparecer LCR, reinsira o
obturador e reposiciorie a agulhia.

§. Quando a aguiha estiver posicionada de maneira
pracisa e obtiver LCR completaments transparente,
refire corripletaments o obturador e insira a extremi-
dade de ubprtura fenestrada do catster avavés da
agulha de Toutly no espaco subaracnéide até ao
nivel deséjado. As marcas no lado do cateter
ajudam-a medir esta distdncia. NOTA: Para facilitar
aegloca@lo. humedeca o cateter numa soluclio
astéril,

ATENGAO: Para minimizar o risco de dancs ac
catoter, tome cuidado para ndo retirar o cateter
depois da insercio na aguiha. Se precisar de firar o
catster, retire a aguiha e o cateter
simultaneamente.

6. Retire a agulha de Touhy por sobre a extremi-
dade distal do cateter com um movimento para a
frents e para trds, mantendo o cateter em pesicéc
cormn férceps para tecido revestido,

PRECAUGAO: O silicone oferece fraca resisténcia
a cortes ¢ desgasts; portanto, use férceps revestido
a borracha quando manipular cateteres de silicone.

7. Apare o cateter junto ao local da incisio.

8, Insira a extremidade farpada do elemento de
ligagdo LUER-LOK (com a tampa ligada) na

fombar

32

exve;nidade distal do cateter:s suture os compo-
nemes para os juntar.

PRECAUCAO: Recomenda-se que o cateter seja
suturado ao eimLUER-LOKparawnaraposslvu
separagdo dos componentes. quando o cateter for
retirado.

PRECAUGAO: Tenha cuidado a0 colocar ligadurs
para evitar cortar ou obstrukr 08 tubos. O uso de
figaduras de ago inoxidével em produtos de siflcon
ndio. & aconsehével. '

$. Prenda o elemento de g Apele noponto &
salda do catoter, smmdo?aovéa dos orificios

10. Cubra a drea com um penso estéril. No ratire;
tampa LUER-LOK até ligar o cateter a linha do
doents do Sistema de Drenagem Externa 1§
CODMAN.

PRECAUGAO: Tenha cuidado ao retirar @ substité
a tampa do LUER-LOKparaMhrcontanﬂnaqﬁo.

c.wmomcmmsmma
1. Prenda o Clamp do Pélo de Drenagem Extemna
CODMAN, nt de catélogo 82-1723, aum suports L\

Z. De maneira segura, monte o Tabulelro EDS 1l ne
clamp de pélo. Nivele o 0 ho com a linha do
cantro da cabega do doente para drenagem ventr
cular; @ com o local de salda do cateter lombar par
drenagem lombar. Certifique de que todos os cino
clamps daslizantes estio abertos,

O'fio @ o Mecanismo de Fecho CORD-LOC sdo f
nedducomoummétodomdowlouq&
Para malor seguranca, ate o o sobra o Mecanism
de Fecho CORD-LOC depois de o colocar.

ATENCAO: A pressio i iniana é controlada
peia attira da cAmara jtas em relacio 8o
doente. £, portanto, imperativo que nao se babxe
neim 38 levante acidentaiments a cAmara conta-
gotas riem ¢ doente.

ATENGAC: O mavimenta do doents depois de pos
cionar & cdmara conta-gotas pode afectar a PIC.

ATENGAO: Evite moihar o ventilador estéril da
camara conta-gotas dado queia humidade pode
altarar o valor da pressdo. Se'o ventitador se
molhar, substitua imediatamente os tubos e o sad

de rectiba por um 82-1721 ou pelos componented

de um 82-1720,

PRECA@Q&O: Recomenda-se que 0 saco de
recolha seja suspenso, & ndo colocado sobre umd

duestidns? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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superficie durante o transporte. Se o flukio dentro
do saco moihar o vertilador por um periodo de
tsmpo prolongado pode levar a que o ar fique preso
NO saco. Isto ird reduzir a capacidade do saco.

3. Faga deslizar a seta na cAmara conta-gotas para
regular a press&o em mm HG ou em cm H,0. Para
sogurar vire o ‘ preto no sentido dos pon-
teiros do reldgio. NAQ APERTE DEMASIADC O
PARAFUSO.

NOTA: A seta de reguiacdo da pressio ,

4 saida de fluido na vilvula antirefiuxo dentro da
camara conta-gotas. O tubo de admissiio por cima
da vélvula antirefiuxo néo tem efelto sobre a regu-
lagéo da pressio porqus ambos os lados do titho
se encontram equidistantes do seu “pico” a patir da
seta de regulacio da pressdo. Ver Figura 8.

4, Gire ambas as torneiras para a posi¢ao de
Apenas Drenagem. Ver Figura 7.

§. As linhas de monitorizacio da presséo intracra-
niana (ndo fomecidas) Kgam & tomeira do tabuleiro
- no 0 ou na tomeira da finha do doente.

NOTA: OSistema de Orenagem Extema | CODMAN
parmite & entrads de ar pelo veritilador estédl da
camara conta-gotas. isto permite-a regulaclo da
PIC pela pltura da cAmiara ¢ i-gotas ¢ eviiaa
possibilidade de sucglio oy ' da linha
que corre parh bakto ou do saco de recolha afec~
tarem a regulagdio. & normal a presenca de ar no
tubo que desce da cAmara conta.gotas,

8. Com cuidados da assepsia, impe o sistema
usando m"?@l’iﬁ o de _domm sédio. l;:g;-a
correr para a cmara contasgotas através do ele-
mento di ligacao do lﬁEH-LOIQ da finha do doente
ou através da abertura para monitorizacsio da tor-
neira do-doentte. Vérifique a ausdncla de fugas e o
fluxo para o saco da drehagem.

7. Retire a tampa do LUER-LOK do slemento de
ligagBo do LUER-LIOK da extramidade distal do
cateter ventricular ou lombar. Ligue o slemento &
linha do doente.

D. Utllizacéo de Equipamento de monitorizacéio
gl Prosad ; c

om o exjuipamento de monitorizagso da PIC ligado
a qualquer uma das aberturas de monitorizaglo, a
PIC pode ser verificada com a toreira em qualquer

das duas pasicdes conforme se descreve a seguir.

1. A PIC pode ser verificada virando & tomeira
seleccionada de modo a que o brago do mela aponte
para aligacdo do cateter, conforme se pode ver na

Records processed under FOIA Request 2013-6292; Released 10/17/14

Figura 8. Isto péra o fluxo de fluido para o saco de

tecolha e para o ponto de in| A presséo do
fluido ird ser transmitida ape do cateter para a
abertura para monttorizagso.

ATENGAO: Com & tomeira na posigio de Apenas

Monitorizagdo o fluido ndo dfena para o saco de

recolha. A tomeira nio deve ser deixada nesta

posicao se a funclio priméria for a de shunt. Tome

(aﬂpdr a %melra na posicio de Apenas Drenagem
gura 7).

zAPICtsnbémpodcsarvgﬂMmma
pennits que ¢ fluido coita para o saco de recolha.
mlmndemmmqmobrmdomio

aponte para a abertura para moniorizacio, con-

forme se pode ver na Figura 9.
ATENGAO: Mon o da PIC com a tomeira
na posicio Monitorizs nagem (Figura 9)

pode resultar numia feitura de PIC falsa. Monitor-
zagho do transdutor @ drenagem simultineas
podem resultar em artefacto de forma ondulada o
leituras de PIC irrealmente baixas, como descrito
por Witkinson,s Monitorizacio e drenagem da PIC
alternadas podem ser faltas ajustando a tomeira
para & posicio de Apenas Dtenagem (Figura 7)
mudr;aacemdal’{l%ou:pmapodqioa
Apenas Monitorizagao ra 8) para a monitor-
zagdio da PIC, e 6 p

E. Injecclio e Recolha de Amostras

1. Com a brago do meia da torneira do doente a
apontar para longe da abemiara param

{Posicao de Apenas Drenagem, Figura 7) feche o
clamp deslizante imadlatama]nte distal A tomeira.
{NOTA: Inciuem-se dolis clamps deslizantes caso
seja usada uma técnica de clamp duplo.)

2. Antes de penetrar o local de injecgdo, timpe-o
assepticamenta para evitar uma possivel contami-
nagdo. (NOTA: Se dessjar pode usar uma seringa
pequena para retirar o ar praso na linha antes de
efectuar ainjecglo.)

3. Faga a Injecgdo ou recolha a amostra, conforme
nacessario. (NOTA: A capacidade da finha do
doente e do cateter vantricular, do local de Injecgdo

?po:;ta proximal do cateter, & de aproximadaments
cc.

4. Reabra ofs) clamp(s) depois da injecgdio ou de
recolhar a amostra para retomar a drenagem,

F. Umpeza do Sistema

Para fimpar o sistema desde a tomeira a0 saco de
recoiha, vire a tornelra do doente para a Posicho de
Desfigado, de modo a que o brago do meia aponte

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

injecglo (Figura 10). Abra todos
mm o fiquido de limpeza 'o’mloealda“
in X

ATENCAQO: Quando completar a impeza, tome a
p(grag%e!mnamsiqlodcmp&mm
igura 7).

G. Substituigiio do Conjunto de Tubos s Sace

de Recolha Do Sistema de Drenagem Externa li
CODMAN (n* de catdlogo 82:1721)

Respelte uttmlcsd.mémhduwnamu»
tuicho do Conjunto de Tubos ¢ Saco de Recolha,

1. Obstrua o cateter ventricular com frceps
revestidos.

2. Vire qualquer das tomelras para a posicio de
Dasligado {Figura 10).

3. Desligue 0 LUER-LOK entre o cateter ¢ a linha
do doente torcendo na direco oposta & dos pon-
1eicos do reldgio. Deite fora os tubos, cAmara conta-
gotas o saco de recotha usados.

4. [nstale 0 novo conjunto de tubos @ saco de
recolha.

H. Substituigio do Saco de Recolha do Sistema
de Drehagem Externa Il CODMAN (n® de cath-
logo 82-1722)

Respeito as técnicas de assépsia durants a subst-
ut;iodos«odcnmm&ﬂgauhmwm
acompanham o saco de substituicdo.

NOTA: Encontra-se a0 fundo do Saco de Recolha
um porto de injecgéo e de recolha de amostras em
létex. Para;permitir a drenagem do Saco de
Racotha, retire ests ponto cortando-o abaixo do
clampe, usando cuidados de assépsia.

L Para Determinar & Taxa de
1. Mega ¢ fluido no saco ao fim de um periodo de
tempo pré-detarminado.

2. Calcule a taxa de drenagem dividinde o volume
recoihido pelo tempo que passou.

Método Alternative ‘

Para determinar a taxa de drenagem quando o
volume 6 pequeno (75 cc Ot menos) siga as instru-
¢hes dascritas a seguir.

1.Foehgqomumdampo-mbododrumem2m
abaixo da cAmara conta-gotas.

2. Depois de um perlodo de tempo pré-determinado,
moqaamndagaodomwonac&nmmm

em millitros. Néo delxs que a cmara conta-gotas
quear o ventiad .cmd' ’ A.Aquanﬁd:'lrg;
: or : :
G o fochac co o aopta-gotaa o nce 2
o com o 0.5 cc
ser incluidos nesta medida, ( )

3. Calcule a taxa de drenagem dividindo o volume
recolhido pelo perfodo de teinpo.

4. Soite o clamp do tubo absixo da cAmara conta-
ATENGAO: Dove-se ter cuidado para néo elevar
mm‘bm;c&nmwmmp:awaurah
de drenagem,

Referdncias
Para consultar as referéncias, veja o final da
secgdio em Ingléds.

determinada por quem o usaf. A Johnson & Johnsa
Professional ndo serk responsdvel por danos
acidentais ou consequencials de espécie alguma.

9 CODMAN é uma mavca registada da Johnson & Johoe

@ LUER-LOK & uma marca regisiada da
Becton, Dickineon, and Co,

® CORD-LOC $ uma marca registada da ITW Nexus

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

Product/Process Qualification Test Reports

Medtronic PS Medical considers the information contained in this section to
be confidential. Medtronic PS Medical therefore requests that all material
and information contained in this section be held confidential and not
available under the Freedom of Information Act.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Test Report Summary

Title/Number Objective | Specifications

\3*’ 2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (ﬁ
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'ATTACHMENT 4

Device Specifications

Medtronic PS Medical considers the information contained in this section to
be confidential. Medtronic PS Medical therefore requests that all material
and information contained in this section be held confidential and not
available under the Freedom of Information Act.

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


































































































