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g é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
‘;"""'um ‘—Z

8757 Georgia Avenue

MAR 29 (984 - Silver Spring MD 20910

Mr. Stephen M. Doyle Re: k840207

Regulatory/Quality -Analyst Double and Single Tantalum
Storz Instrument Co. ' Clips

3365 Tree Court Industrial Blvd. Dated: January 1), 1984
Saint Louis, Missouri 63122 Received: January 19,1984

Qbear Mr. Doyle:

We have reviewed your Section 510(k) notitication of intent to market the
above device and we have determined the device to be substantially equivalent
to devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments. You may, therefore, market
your device subject to the general controls provisions of the Federal Food,
Drug, and Cosmetic Act (Act) until such time as your device has been
classified under Secticen 513. At that time, if your device is classified into
either class II (Performance Standards) or class III (Premarket Approval), it
would be subject to additional controls.

General controls presently include regulations on annual registration, listing
of devices, good manufacturing practice, labeling, and the misbranding and
adulteration provisions of the Act. In the future, the scope of general
controls may be broadened to include additional regulations.

A11 regulation: and information on meetings of the device advisory committees,
their recommendations, and the final decisions of the Food and Drug
Administration (FDA) will be published in the Federal Register. We suggest
you subscribe to this publication so you can convey your views to FDA if you
desire and be notified of any additional requirements imposed on your device.
Subscriptions may be obtained from the Superintendent of Documents, U.S.
Government Printing Office, Washington, D.C. 20402. Such information also
may be reviewed in the Dockets Management Branch (HFA-305), Food and Drug
Administration, Rcom 4-62, 5600 Fishers Lane, Rockville, Maryland 20857.

This letter does not in any way denote official FDA approval of ycur device or
its labeling. Any representation that creates an ippression of official
approval of this device because of compliance with the premarket notification
regulations is misleading and constitutes misbranding. If you desire advice
on the labeling for your device or other information on your responsibilities
under the Act, please contact the Office of Compliance, Division of Compliance
Operations (HFZ-320), 8757 Georgia Avenue, Silver Spring, Maryland 20310,

Sincerely yours,

S5 oo

_Robert G. Britain

Acting Director

Office of Device Evajuation

National Center for Devices
and Radiological Health

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

Food and Drug Administration
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Food and Drug Administration
8757 Georgia Avenue
Silver Spring MD 20310
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: DEPARTMENT OF HEALTH & HUMAN SERVICES ¢ Pubiic Health Service

= | | /07ndunw
‘::, REVIEWER(S) - NAME(S) \Tr&u /L/a-%_/
510(k) NOTIFICATION KZ) LfO@ 7

THE RECORD

Subject

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

;/(A) Is substantially equivalent to marketed devices.

(B) Requires premarket approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.

(D) Is an incomplete submission. (See Submission Sheet).

Additional Comments:

PMJ;E /@W/Mﬂ )%/ﬁz?—z op%fdc@

—

M @/u/

The submitter requests: _ Class Code w/Panel:

No Confidentiality ﬁ 6) LL/ C@—%

TavHzl, e CE,
Confidentiality for 90 days

Wed Confidentiality exceeding 90 days é@-ﬁ?ﬁﬁ’
REVIEW: /// /WC/ZZ 0% 3/%[)74%

(BRANCH CHIEF) 7 7 7  (DATE)

FINAL REVIEW: @ﬁ%&{g R)[Y\/D()P 3/26’,/&:%(%%)

BEST AVAILABLE COPY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Document Control Center (HFK-20) )
NCDRH, OMD

Food and Drug Administration
8757 Georgia Avenue

Silver Spring, MD 20910

Re: 510 (k) Notification

Attn: Document Control Clerk:

This is to notify you of the intention by the Storz Instrument Company to
reintroduce the following medical devices to the marketplace:

Classification Name; Clip, Tantalum, Ophthalmic (86 HQW)

Common/Usual Name: Tantalum Clip

Proprietary Names: Double and Single Tantalum Clips

Establishment Registration Number: 1920664

Classification: In the Federal Register of January 26, 1982, the

Ophthalmic Device Classification panel recommended that tantalum
clips be placed in Class II.

To date, no final classification has
been published.

Performance Standard: No performance standards for these devices
have been established under section 514.

Labeling/Promotional Material:
are enclosed.
brochure.

Draft labels and promotional materials
The tantalum clips appear on page 3 of the promotional

Substantial Equivalence: These tantalum clips are similar in function,

design, and composition to those manufactured by Medical Instrument
Research Associates and formerly distributed by Storz.
were on the market prior to May 28, 1976.

catalogue pages displaying these clips.

These clips
Attached are copies of the

Please note that this catalogue

SerplieRs A e ek ARG GRRIUOGH AL GRR QLS TAbTad»auida ihssapy o A1 7385118
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Re: 510 (k) Notification
January 11, 1984
Page 2

was originally copyrighted in 1973. Also, enclosed is a typical
material certification for the tantalum used and drawings of the
clips themselves.

We consider our intent to market these devices to be confidential commer-
cial information. As such, we request that FDA respect this confidentiality.
Our intent to market these devices has been disclosed only to employees of

or paid comnsultants to Storz Instrument Company.

Should any questions arise concerning this notification, please do not
hesitate to contact the undersigned at (314) 225-5051, extension 530.

Si ; rely, /4/

Stephen M. Doyle
Regulatory/Quality Analyst

SMD/djk
Enclosures

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

"OAT NO. 3
E5381-854 .

»zh

\P
) DOUBLE TANTALUM CL ¥
A mANUFACTURED FOR STORT INSTRUMENT CO., ST tauis, MO, T

ACTUAL SIZE

Q. Es381-853 §

. 4 SINGLE TANTALUM CLIP
BWgE MAHUFACTURED FOR STORZ INSTRUMENT CO., ST, LOUIS, MO.

ACTUAL SIZE  CATNO. 8
Q.. E5381-852 &
250-STYLE) DOUBLE TANTALUM CLIP _
e HMANUFACTURED FOR STORZ INSTRUMENT £0., ST. LOUIS, MO. §

® ‘ BEST AVAILABLE COPY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs iov or i“—
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Implants for Retinal
Detachment Surgeryg

Storz® offers a complete line of implants to perform the scleral buckling procedure for retinal reattach-
ment surgery.
DESCRIPTION:

Each implant is made of soft elastic medical grade silicone that has been tested to be nontoxic. Di-
mensional descriptions of each implant are found on the reverse side of this page.

METHOD OF USE AND INDICATIONS:
Circling Bands E5381-600 (40-Style) and E5381-700 (240-Style)

Storz provides two circling bands: E5381-600 (40-Style) and E5381-700 (240-Style). Both bands have
the proper tensile strength for maintaining the implant in the proper position while exerting correct pres-
sure to form a permanent buckle. Scleral erosion is minimized.

Clips, Sleeves and Silicone Boats Used to Secure Circling Bands

Storz offers 3 tantalum clips and two silicone sleeves to secure the encircling bands.

Double tantalum clip (E5381-852) is used to secure the E5381-700 circling band (240-Style). Single
tantalum clip (E5381-853) and double tantalum clip (E5381-854) are used to secure the E5381-600
circling band (40-Style). A two step procedure can be used to close the double tantalum clips around the
overlapped ends of the circling band. The surgeon can partially close the clip to place the initial tension on
the circling band. The band can then be adjusted to optimal tension after which the clip can be com-
pletely closed.

Silicone boats E5381-740 (260-Style) and E5381-640 (60-Style) rest under the tantalum clips and act as
a pad to help avoid the possibility of erosion.

implants For the E5381-600 Circling Band (40-Style)

Storz has developed 3 silicone strips, a silicone tire and a silicone hemisphere to be used in conjunction
with the E5381-600 circling band. These grooved implants fit under the circling band.

The three silicone strips, E5381-610 (20-Style), E5381-611 (31-Style) and E5381-612 (32-Style) are used
for a narrow scleral bed of any length.

The silicone tire, E5381-620 (78-Style), is used for a wide scleral bed.

The Silicone Hemisphere E5381-630 (77-Style) is used to correct multiple or huge breaks which cover a
large area of the retina.

Implants For the E5381-700 Circling Band (240-Style)

Slorz has developed three silicone strips and sSix silicone tires to be used in conjunction with the
E5381-700 circling band (240-Style). These grooved implants fit under the circling band.

Two silicone strips, E5381-710 (219-Style) and E5381-711 (220-Style), are used for narrow scleral beds.
The E5381-712 (225-Style) silicone strip is indicated when a high buckle is required.

The E5381-722 (276-Style), E5381-720 (277-Style), E5381-723 (279-Style), E5381-724 (280-Style) and
E5381-725 (281-Style) silicone tires are indicated for wide scleral beds. They have a concave inner sur-
face. Tire E5381-722 is assymmetrical and useful for breaks located near the ora serrata.

Tire £E5381-725 is designed to correct multiple breaks or huge breaks which cover a large area of the
retina. The convex inner surface of the E5381-721 (287-Style) provides a high scleral buckle.

Implants for Segmental Buckle
E5381-800 (41-Style) and E5381-801 (42-Style) are straight ungrooved implants. They can be used as
permanent implants when trap door procedures are indicated.

Implants That Provide Additional Scleral Buckling

Storz has developed six imp'asi: which provide additional scleral buckling.

The E5381-860 silicone button (22-Style) is used under the E5381-710, E5381-610 and E5381-611 im-
plants to create a higher buckle.

To provide additional buckling in the meridional direction, Storz has developed three implants: E5381-870
(106-Style), E5381-871 (103-Style), and E5381-872 (112-Style). These implants are used in conjunction
with the curved or grooved implants.

The silicone wedges are used with grooved radial implants to affect maximum buckling. The E5381-650

wedge is used with the E5381-600 circling band while the £5381-750 wedge is used with the E5381-700
Qeesidomnsd Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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METHOD OF USE AND INDICATIONS:
Circling Bands E5381-600 (40-Style) and E5381-700 (240-Style)

Storz provides two circling bands: E5381-600 (40-Style) and E5381-700 (240-Style). Both bands have
the proper tensile strength for maintaining the implant in the proper position while exerting correct pres-
sure to form a permanent buckle. Saleral erosion is minimized.

Clips, Sleeves and Silicone Boats Used to Secure Circling Bands

Storz offers 3 tantalum clips and two silicone sleeves to secure the encircling bands.

Double tantalum clip (E5381-852) is used to secure the E5381-700 circling band (240-Style). Single
tantalum clip (E5381-853) and double tantalum clip (E5381-854) are used to secure the E5381-600
circling band (40-Style). A two step procedure can be used to close the double tantalum clips around the
overlapped ends of the circling ban.i. The surgeon can partially close the clip to place the initial tension on
the circling band. The band can then be adjusted (o optimal tension after which the clip can be com-
pletely closed.

Silicone boats E5381-740 (260-Style) and E5381-640 (60-Style) rest under the tantalum clips and act as
a pad to help avoid the possibility of erosion.

Implants For the E5381-600 Circling Band (40-Style)

Storz has developed 3 silicone strips, a silicone tire and a silicone hemisphere to be used in conjunction
with the E5381-600 circling band. These grooved implants fit under the circling band.

The three silicone strips, E5381-610 (20-Style), E5381-611 (31-Style) and E5381-612 (32-Style) are used
for a narrow scleral bed of any length.

The silicone tire, E5381-620 (78-Style), is used for a wide scleral bed.

The Silicone Hemisphere £5381-630 (77-Style) is used.to correct multiple or huge breaks which cover a
large area of the retina.

implants For the E5381-700 Circling Band (240-Style)

Storz has developed three silicone strips and six silicone tires to be used in conjunction with the
E5381-700 circling band (240-Style). These grooved implants fit under the circling band.

Two silicone strips, E5381-710 (219-Style) and E5381-711 (220-Style), are used for narrow scleral beds.
The E5381-712 (225-Style) silicone strip is indicated when a high buckle is required.

The E5381-722 (276-Style), E5381-720 (277-Style), E5381-723 (279-Style), E5381-724 (280-Style) and
E5381-725 (281-Style) silicone tires are indicated for wide scleral beds. They have a concave inner sur-
face. Tire E5381-722 is assymmetrical and useful for breaks located near the ora serrata.

Tire £5381-725 is designed to correct multiple breaks or huge breaks which cover a large area of the
retina. The convex inner surface of the E5381-721 (287-Style) provides a high scleral buckle.

implants for Segmental Buckle

E5381-800 (41-Style) and E5381-801 (42-Style) are straight ungrooved implants. They can be used as
permanent implants when trap door procedures are indicated.

Implants That Provide Additional Scleral Buckling

Storz has developed six implants which providg additional scleral buckling.

The E5381-860 silicone button (22-Style) is used under the E5381-710, E5381-610 and E5381-611 im-
plants to create a higher buckle.

To provide additional buckling in the meridional direction, Storz has developed three implants: E5381-870
(106-Style), ES381-871 (103-Style), and E5381-872 (112-Style). These implants are used in conjunction
with the curved or grooved implants.

The silicone wedyes are used with grooved radial implants to affect maximum buckling. The E5381-650
wedge is used with the E5381-600 circling band while the E5381-750 wedge is used with the E5381-700
circling band.

The silicone pad, E5381-861 (80-Style) is used to close scleral ruptures.

PACKAGING:

Storz silicone and tantalum implants are packaged sterile, five implants per box. Each implant is stored
in a flip top plastic container which is wrapped in a Tyvek® pouch. The dispenser hox permits easy re-
moval and storage. The entire contents of each box are sterilized.

STERILIZATION:

Implants have been packaged sterile using ETO gas sterilization.

WARNING:

Federal (USA) Law restricts this device to sale by or on the order of a physician. Sterility not guaranteed
if the package has been opened or damaged. - ‘
Tyvek is a registered trademark of E. L. DuPont !

Manufactured for
and Distributed by:

© STORZ INSTRUMENT COMPANY 1983

[ BEST AVAILABLE COPY
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U

; Storz®, the industry leader in providing the finest quality ophthalmic instruments and

} surgical specialties, now offers a complete line of implants for retinal detachment corrective
% procedures.
H

« Silicone Retinal Implants, Circling Bands, and Segmental Buckles
-# e« Scleral Buckling Balloon Catheters (Lincoff Design)
* Scleral Sponge |l (Lincoff Design)

Storz has developed a complete assortment of traditional implants, circling bands and
segmenta! buckles for performing scleral buckling procedures. The Storz retinal implants are
manufactured of the finest non toxic soft medical grade silicone. The implants can be easily
. shaped and molded as desired by the surgeon.

a The scleral buckling balloon catheter is a new implant designed by Dr. Harvey Lincoff and
distributed by Storz exclusively. The implant reduces surgical complications, provides more
rapid visual acuity recovery, helps avoid scleral erosion problems and reduces infer.">n or
diplopia.

For procedures requiring a soft, closed cell, silicone elastomer sponge Storz offers Scleral
Sponge il. Developed by Dr. Lincoff in conjunction with Dow-Corning®, Scleral Sponge il is
available in cylindrical, oval and grooved designs in a variety of sizes.

Storz is excited about its ophthalmic implant product line. This brochure provides catalogue
numbers and detailed descriptions for each implant.

Further inquiries concerning Storz Implants for Retinal Detachment Surgery can be made
through your Storz sales representative or by calling Storz National Customer Service
800-325-9500. '
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Starz® offers a complete line of implants to perform the
scleral buckling procedure. Each implant, whether for the
gncircling or segmental buckle is:
* Made of soft, elastic medical grade silicone
* Nontoxic, nonantigenic
+ Easy to mold
* Packaged sterile, five implants per dispenser box.
Each implant is stored in a flip top plastic container
which is wrapped in a Tyvek® pouch.

CIRCLING BANDS
There are two circling bands available: £5381-600 and »‘ 2 [< N
E5381-700. v /'
E5304-600 s o 125
Circling Band (40-Style) 1 / }
2.0mm wide. I
£E5381-600
E5381-700 - 25 |
Circling Band (240-Style) .
2.5mm wide. - —OA—G— /12/
E5381-700
CLIPS AND SLEEVE FOR SECURING ’ . l :
—— 2.0 —»
CIRCLING BANDS
Storz offers three tantalum clips and two silicone sleeves ' o
to secure overlapped ends of the circling bands, 1.0 4 g 5>\ -
E5381-852 : —— e Y
Double Tantalum Glip (250-Style) ' E5381-852 : {

For £5381-700 Circling Band (240-Style). '

Fon [ ) o

E5381-854 Vi « [ ”’
Double Tantalum Clip { / A ~_ g
For E5381-600 Circling Band (40-Style}. - b 05" ; -:
|

1.2 5 -

_ £5381-854 <

: it

E5381-853 o o2~ i

Single Tantalum Clip W @ ) B

For £5381-600 Circling Band (40-Style). ' T'rzj' \T\‘ L
N - I v /-—-'1

| ‘ £5381-853 -
| .

| £5381-850 o fe2.1| ~| 165 '< N
Silicone Sleeve (70-Style). ! X . w\ o
E5381-851 . 1 o "6 20—
. . ) \/ ',:‘

Silicone Sleeve (270-Style). i

E5381-850 E5381-851 3

BEST AVAILEBLE Copy |

Questions? Contac n CDRHfFQ|STATUfS@fan-D’O.:S-;_Q_,Q
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BEST AVAILABLE COPY,

Storz offers two silicone boats which are placed under tan-
talum clips to help protect the sciera from erosion.

- '£5381-740 -

Siticone Boat (200-Style) B
Used with Double Tantaium Clip (E5381-852).

E5381-640
. Sllicone Boat (60-Style)

Used with Single Tantalum Clip {E5381-853).

-

GROOVED IMPLANTS FOR E5381-700

-CIRCLING BAND (240-Style)

Storz offers three silicone strips and six silicone tires to be
used fn conjunction with the £5381-700 Circling Band
(240-Style).

SILICONE STRIPS

£5361-710 '

Silicone Strip (219-Style)

tndications: narrow sclera{ bed
E5381-711

Silicone Strip (220-Style)

Indications: narrow scleral bed,
E5381-7112 ©

Silicone Strip (225- Style)

indications: when high buckle is required.

Y

SILICONE TIRES

- E5381-728
Silicone Tire (277-Style)

Concave inner surface

" Indications: wide scleral bed.

E5381-721

 Silivone Tire (287-Styf)

Convex inner surface.

' lndscatmns where hexghtened buckle is needed

&

@

LA dimensicns are {n muhmeters KA indicates éhiemoedm

- width of uridermined sclera the form will ‘indent.

DID at .CDRI,-_I »FO;IS_'I_'_ATUS@fda: hhs.gov or 301 796@5-81 18




GROOVED IMPLANTS FOR

E5381-700 CIRCLING BAND
(240-Style) CONTINUED

E5381-722

Asymmetrical Tire (276-Style)
Asymmetrical concave inner surface.
Indications: wide scleral bed.

E5381-723

Sificone Tire (279-Style)
Concave-inner surface.
Indications: wide scleral bed.

E5381-724

Silicone Tire (280-Style)
Asymmetrical concave inner surface.
Indications: wide scleral bed.

[ §EStT AVARABLE COFY |

E5381-725 .
Silicone Tire (281-Style) K
Largest tire.

Indications: massive breaks covering ‘arge areas.

*All simensions are fn millimeters, x_» Indicates an(eropnstenor .

width of undermined sclera the form will indent.

Questlons’? Contact FDA/CDRH/OCE[DID at CDRH FOISTATAJS@fda hhs go

Records processed under FOIA Reques! 201
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~ GROOVED IMPLANTS FOR E5381-600
CIRCLING BAND (40-Styie)

Storz offers three silicone strips, one tire, and one hemi-
sphere to be used in conjunction with the E5381-600 Cir-
cling Band (40-Style).

SILICONE STRIPS

E5381-610
Silicone Strip (20-Style)
indications: narrow scleral bed.

| BEST AVAILABLE CopY |

45— :
h 2 |< E5381-611
Y Silicone Strip (31-Style)

U s . Indications: narrow scleral bed.
\ o

£5381-611

£5381-610

E5281-612
Siticone Strip (32-Style)
indications: parrow scleral ped.

SILICONE TIRE
E5381-620 -
‘Silicone Tire: (78-Style)

" Concave inner surface.
,_lnd_icgtions: wide scleral bed.

}4—-——-10—-—>l N

E5381-620

SILICONE HEMISPHEBE

'E5383-630 S
. ~Silicone Hemlsphere (77—Style) .
Indications: massive retinal breaks. .

s

_ AII dlmensmns are In millimeters, Ko |ndicatas anleroposleﬂm
L wndth of underminéd sclera the,form will indent.

D.at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IMPLANTS FOR SEGMENTAL BUCKLE
£5381-800

Silicone Strip (41-Style)

Ungrooved. Indications: permanent strip for trapdoor pro-
cedure.

| BEST AVATLABLE £OPY

£5381-801

Silicone Strip (42-Style)

Ungrooved. Indications: permanent strip for trapdoor pro-
cedure,

£5381-800

_V_
25
i

12.5

-,
=

E5381-801

IMPLANTS THAT PROVIDE
ADDITIONAL BUCKLING

E5381-860

Silicone Button (22-Style}

Indications: used under Silicone Strips E5381-610,
E5381-710 and E5381-611 to create a higher buckle.

£5381-871

Meridional Impfant (103-Style)

indications: used under curved implants to providean ad-
ditional buckle in the meridional direction.

E5381-870

Meridional implant {106- Style)

Indications: used under curved implants to provide an ad-
ditional buckle in the meridional direction. N

Al dimentsions are in millimeters., s~ Indicates anteroposterior
wissth of ndermined sclera the form will indent.

E5381-860

1] ——>

. 1.25
1.25

Iq—--—jS—-—»

g

E5381-871

E5381-870

Questions? Contact FDA/ICDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30
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E5381-872

>! 2.5 '4

‘\/Iw1 BN

£5381-750

3k
\& "~

E5381-650

1.3 "-4'4’1
e
o]

©®@ O@

£5381-861

E1892-S

| BEST AVAILABLE COPY

~ » E5381-872

" Curved Meridianal Imglant {112-Style)
indications: used under curved implants to provide an ad-

" ditional buckle in the meridional direction.

~ WEDGES

£5381-750 -

* Wedge (137-Style)
Indications: used in conjunction with the E5381-70C: Gir-
cling Band to provide heightened buckling.

E5381-650
Wedge (135-Style)
Indications: used in conjunction with the E5381 600 Cir-

. cling Band to provide heightened buckiing.

@

 £5381-861

Silicane Pad (80-Style) ' £
Indications: forclosing scleral rUpt_\ures,

“All dxmensions are in milimeters. < \; indicates, anieropos\enor
width of undermined sclera the form-will indent.

SCHATZ ANGLED TYING FORCEPS

The £1832-S Schatz angled tying utility forceps was de-
veloped for retinal reattachmeént surgery. The angled end
aliows an easy grasp ot silicane banding and buckling ma-
terial.

=

hé.gov or 301-796-8118 .-
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SCLERAL BUCKLING BALLOON

GCATHETER (LINCOFF DESIGN)
E5365 '

A new implant, developed by Or. Harvey Lincoff , for treat-
ing retinal detachments with breaks not exceeding 6mm.
Packaged sterile 3 per box.

» Fewer implant complications » Mare rapid visual acuity
recovery * Avoids sclerat erosion problems = Local anes-
thesia * No infection or diplopfa = Packaged sterile

Infiatable balloon is of siliconized latex construction. This
provides the strength of latex and the tissue inertness of

silicone. The balloon and catheter are 1.2mm in diameter. 1‘
. Total length is 17¢m. ,

A flexible spring is mounted on the catheter to provide stiff-
ness to facilitate ease of insertion into tenon’s space.

Valve on proximal end allows easy injection of normal sa-
line to infiate and deflate balioon.

BEST MVAILABLE COPY| -

Questions? Contact FDA/CDRH/OCEIDID at CDRH-FOISTATUS@fda,hhs. gav. o530
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il i i 5305 (1) o
N > - Ling Seleral sponge ! \| (Dow -Com ing )
PR Fer . // . Asolt silicone spoOR onge deS\gn eg for & ernal sCi eral buck-
1 \ing 0 ipat\ent with refinal detachmen 5. Ava vailapie m the
P 10\\owmg gjzes’
Quantity Size
5 . 3pm % 8CM
- A X gcm
5 smam % 8
£5395-4 & smm x 750 % gom
£53955 mm % aom % 10cm
' E53056° 5 kit 2.3 . 6.4mm-Qroove
2 3mm X .()mm-ova\
£5305-7 5 Kits 3 2mm 7 Smm-gmwe
2 3mmrX 4 Umm-ova\
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Please send me the following Storz® Implants for
Retinal Detachment Surgery.

QrY  CAT. QTY CAT.
(BXS) NO. STYLE DESCRIPTION (BXS) HO. STYLE DESCRIPTION
E5381- E5381-
—~ 600 40 Circling Band _... Boo 41 Silicone Strip
. 610 20 Siticone Strip — . 801 42  Silicone Strip
e 611 31 Silicone Strip — ... 850 70  Sleeve
- 612 32 Silicone Strip . 851 270 Sleeve
.. 620 78 Silicone Tire — . 852 250 Dbl Tatal Clip
- 630 77 Hemisphere 853 Dbf Tatal Clip
— b4o 60  Silicone Boat 854 Sing Tatal Clip
— 650 135  Silicone Wedge  —__ 860 22 Silicone Button
— 700 240 Circling Bang —__ B63 BD Syicone Pad
— 7o 219 Silicone Strip — 870 106  Meridional Implant
— m 220 Silicone Strip — 8N 103 Meridional implant
—_— 12 225  Silicone Strip — 872 112 Meridional Implant
— 120 277 Silicone Tire — ES365 Lincoff Scleral
- 1 287  Silicone Tire Buckiing Balloon
—_ 12 276 Asymm. Tire — E53951 Cylin. Sponge 3mm |
. 123 279 Silicone Tire . E5395 2 Cylin. Sponge 4mm !
— 124 280 Asymm. Tire —— E53953 Cylin. Sponge Smm B
— 125 281 Silicone Tire —— E5395 4 Oval Sponge 7.5mm
e 140 260 Silicone Boat —E53955 Qval Sponge 3mm
7150 137 Silicone Wedge ~ —_ E5395 6 Buckler'Sponge Kit
— FE1892-8 Shatz Forcep . E53957 Buckler’Spange Kit
Name Thie: :
Hospital or Clinlc: i

Shipping Address:

o

ity:

City:

Zip: Teleph

Bl to:

Py Order No,:

ATTN. DEPT. JG

i

NO POSTAGE
NECESSARY
IF MAILED
IN THE
UNITED STATES

BUSINESS REPLY CARD

FIRST CLASS PERMIT NO. 12162 ST. LOUIS, MO

POSTAGE WILL BE PAID BY ADDRESSEE

®
= tO'i'Z INSTRUMENT COMPANY

3365 Tree Court Industrial Blvd.
St. Louis, MO 63122

- R R T

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please send me the following Storz® implants for i
Retinal Detachment Surgery. 1
Ty CaT. Ty CAT. A e ' -
(BXS) NO. STYLE DESCRIPTION {BXS) NO. STYLE DESCRIPTION é ? ATTN. DEPT. JG :
E5381- E5381- ? 5 g
. 500 40 Circling Band 800 41 Silicone Strip i €
: — 6 20  Silicone Strip 801 42 Silicone Strip t NO POSTAGE <
. b1 3 siicone Stip 850 70 Sleeve ¢! NECESSARY €
: —__ 12 32 Sificone Strip 851 270 Sleeve ;- IF'&A%E{_ED g -
‘ — 620 78 Silicane Tire —_ 852 250 Dbl Tatal Clip i st
— 530 77 Hemisphere — 853 Dbl Tatal Clip UNITED STATES <
— b4o 60  Silicone Boat 854 Sing Tatal Clip - b
___ 6§50 135 Silicone Wedge  __._ 860 22 Silicone Button ! s
! 700 240 Circling Band 861 80 Silicone Pad i S——— <
! — -_— 3 EES—— b
IE — T 29 Sificone Strip —_ 870 106  Maridional Implant ;- B U S I N E S S R E P LY CAR D S — 2
3 - . . <
M — . m 220 Silicone Strip 8 103 Mendional Implant - FIRST CLASS P
£ : . S PERMIT NO. 12162 T. LOUIS, R ———— A
ﬂ S | V] 225  Silicone Strip 872 112 Mendional implant - . ST. LOUIS. MO S 2 .
T —_ T20 277 Silicone Tire — E5365 Lincoft Scleral ! R bR
721 287 Siicone Tire Buckling Balloon POSTAGE WILL BE PAID BY ADDRESSEE — < .
N 276 psymm. Tire  ___ E53951 Cylin. Sponge 3mm —— <
— 123 279 Siticone Tire . E53952 Cylin. Spange 4mm X S —— g\
124 280 Asymm. Tire ___E53953 Cylin. Sponge 5mm g t ong ® T —— &
: I : i N ——
i B /1 281 Sificone Tire ____E53554 Oval Sponge 7 5mm p : OI z INSTRUMENT COMPANY g
o — 140 %60 Silicone Boat 5385 5 Oval Sponge 3mm - 3365 Tree Court Industrial Blvd. S —— 3
g . 150 137 Silicone Wedge _ E5395 6 Buckler/Spange Kit £ i SEES—— s
o] ¢ . <
? — FE1892-§ Shatz Forcep —E93957 Buckler:Sponge Kit A St LOUIS, M0 63122 [~ -~~~ " §
. p
; 13
’ <
. Name Title: —_— A
Hospital or Clinfc: o El .
Shipping Address: ‘L) i
S S
% ciy: ciy: :
3 Y — . - Voo Y AT . 4__‘\
Tip: Telaph ) ; . VMN?
Bl to: ] {? )
Purchase Drder No.: /f

FO e e R e e fl e i e e i R T R L]

i FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ><




implants for netmal

Detachment Surgery
Reference Tahile

IMPLANTS FOR SCLERAL BUCKLING

CATALOGUE
NUMBER STYLE DESCRIPTION

E5381-600 40  Circling Band 2.0mm wide

E5381-610 20 Strip 2.0mm groove, 5.7mm antero. width

£5381-611 31 Strip 2.0mm groove, 7.2mm antero. width

£E5381-612 32  Strip 2.0mm groove, 9.2mm antero. width

E5381-620 78  Tire 2.0mm groove, 12.0mm antero. width, concave inner surface
E5381-630 77  Silicone Hemisphere, 2.0mm groove, 13mm radius

E5381-640 60  Boat 2.0mm groove used with Tantalum Clip E5381-853
E5381-650 135 Wedge 2.0mm groove, 16.0 antero. width

R g,
.

E5381-700 240  Circling Band 2.5mm wide

E5381-710 219  Strip 2.5mm groove, 6.0mm antero. width

4 £5381-711 220  Strip 2.56mm groove, 7.5mm antero. width

; E5381-712 225  Strip oval, 2.5mm groove, 8.0mm antero. width

E6381-720 277  Tire 2.5mm groove, 9.0mm antero. width, concave inner surface

! E5381-721 287  Tire 2.5mm groove, 9.0mm antero. width, convex inner surface

£5381-722 276  Asymmetrical Tire, 2.5mm groove, 9.0mm antero. width, concave inner surface
E5381-723 279  Tire, 2.5mm groove, 11.0mm antero. width, concave inner surface

E5381-724 280  Asymmetrical Tire 2.5mm groove, 12.0mm antero. width, concave inner surface
E5381-725 281 Tire, 2.5mm groove, 16.0mm antero. width, concave inner surface

E5381-740 260 Boat 2.4mm groove, used with Tantalum Clip E5381-852

E5381-750 137  Wedge 2.5mm groove, 14.0mm antero. width

E5381-800 41 Smooth Strip 3.5mm wide, 4.8mm antero. width, 12.5mm length
E5381-801 42 Smooth Strip 4.0mm wide, 5.9mm antero. width 12.5mm length
E5381-850 70 Sleeve 1mm inside diameter 30mm length

E5381-851 270 Sleeve .76mm inside diameter 30mm length

E5381-852 250  Double Tantalum Clip for 240 style strip

E5381-860 22 Silicone Button 4.0mm groove

E5381-861 80 Silicone Pad, 4.4mm groove width 8.0mm wide

E5381-876 106  Curved Meridional imptant 10.5mm length

E5381-871 103 Meridional implant 15mm length

E5381-872 112 Curved Meridional Implant 12mm length

E5381-853 Double Tantalum Clip for 40 style band

E5381-854 Single Tantalum Clip for 40 style band

SCLERAL BUCKLING BALLOON CATHETER (LINCOFF DESIGN)

E5365 inflatable siliconized latex balloon 17cm length 1.2mm diameter o

SCLERAL SPONGE i RETINAL IMPLANTS (LINCOFF DESIGN)

E5395-1 Cylindrical Sponge !mplant 3mm x 8cm

E5395-2 Cylindrical Sponge Implant 4mm x 8cm

E5395-3 Cylindrical Sponge Implant 5mm x 8cm

E5395-4 Oval Sponge Implant 7.5mm x 5.5mm x 8cm

E5395-5 Oval Sponge implant 3mm x Smm x 10cm

£5395-6 Grooved Segmental Buckler and Oval Sponge Kit 2.3mm x 6.4mm-groove;
2.3mm x 4.0mm oval

ES395-7 Grooved Segmental Buckler and Oval Sponge Kit 3.2mm x 7.5mm-groove;

2.3mm x 4.0mm oval

! Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTA u%&lhﬂy&llw-ﬁm
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By Storz Instrument Company

All original itlustrations and text in this catalog are fully protected by
copyright, no part of it may be reproduced in any form without written
permission by the publisher.

[ 2
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Printed 1n the United States of Amenca
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200 SERIES IMPLANTS

IMPLANTS FOR SECURING ENDS OF CIRCLING
BAND E-5381-240

The Double Tantalum Clip E-5381-250 secures the overlapped

ends of the Circling Band E-5381-240. Two-step closure i

possible. First, the clip is partially closed enabling the Surgegy

to adjust the tension of the circling band. When optimum tengiq,:

ceps E-5379 is available for holding the double clip while the}
ends of the circling band are positioned and the clip is clo

The Silicone Boat E-3381-260 is used as a scleral pad uUndey
the clip to avoid the possibility of scleral erosion.

T T s *E-5381-240 Band, Circling. ®

IMPLANTS FOR RETINAL
DETACHMENT SURGERY

The scleral buckling procedure has proved useful in reattaching
the retina to the choroid. A buckle is formed by a silicone or
gelatin implant in the sclera.

Implants for both encircling and segmental buckles have been
used and tested over a ten year period. In order to be most
effective, these implants are designed to be:

Soft and elastic
Nontoxic
Nonantigenic
Easy to mold

Easy 1o shape by the surgeon E-5381-250 Clip, Tantalum: double. ®
Sterile or readily sterilizable

! ENCIRCLING BUCKLE

Grooved silicone implants are held in place by a silicone circling . 24
band around the globe. Several different implants, varying in
: size and shape, may be adapted under the circling band. The |
precise buckle, suited to a particular case, may be obtained
with minimum trimming of the implant, or with a combination 1.5 ——L—H
of implants, under the circling element. _f_—r
Two circling bands are available. The Circling Band E-5381-40 5
has the correct tensile strength for maintaining an implant in
position with sufficient pressure to form a permanent buckie and
minimize scleral erosion. The more recent Circling Band E-5381-
240 has the same cross section and therefore the same tensile oz
strength. It is also wider and flatter; this reduces scleral in- l
dentation where indentation is not desired and also reduces the
danger of late erosion. N e
A special series of implants has been designed for use with E-5381-260 Boat, Silicone. ®
each of the two circling bands. Implants in the ‘“200 Series" fit

under the Circling Band E-5381-240 and implants in the "*Sub-
100 Series"” fit under the Circling Band E-5381-40.

. % Designates most popular model or size. ;
® AUTOCLAVE A GAS @ SOLUTIONS ¢ DRAPE ',

stor

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

has been obtained, the clip is closed completely. The Clip Fo i§
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s ADDITIONAL IMPLANTS FOR
THE 200 AND SUB-100 SERIES

Three non-grooved silicone implants are used under the grooved
implants to create additional buckling of the sclera.

The Button E-5381-22 fits under the Strips E-5381-219, E-
5381-20 and E-5381-31 to effect a localized heightening of the
buckle. If one button is not long enough in the equatorial direc-
tion, two buttons can be cut transversely and apposed to form
an additional implant 8mm long.

The Meridional implants E-5381-103 and E-5381-106 are used
under any grooved implant and particularly under a curved im-
plant (tire or hemisphere) for additional buckling in a meridional
direction.

e

2.5

1o

E-5381-22 Button, Silicone. @ .

m(T

l —11

L

1.25

-

1.25

15

)

E-5381-103 Implant, Meridional. @

-
i

4.5

‘ E-5381-106 {mpiant, Meridiona!. ®

w | BEST AVAILABLE COPY

storz
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SUB-100 SERIES IMPLANTS

IMPLANTS FOR SECURING ENDS OF CIRCLiNG | »

BAND E-5381-40 wd
One Double Tantalum Clip E-5388 or two Single Tantalum Ciy me
E-5387 will secure the overlapped ends of the Circling B, } #1i
E-5381-40. Two-step closure is possible. First, the clip(s) , [ +®
(are) partially closed enabling the surgeon to adjust the tens..{ ™
of the circling band. When optimum tension has been abtajr.. 5 ¢3!

the clip(s) is (are) closed completely. el
The Silicone Boat E-5381-60 is used as a sclerai pad yps 1 -0 3
the clip to avoid the possibility of scleral erosion. . 1 sefg
rd m

e

118
xving

__r_ /125

*E-5381-4¢ Band, Circling. @

| (

*£-5381
t-5381
E-5387 Clip, Tantalum: single. @ ’ 'I

%*E-5388 Clip, Tantalum: double. ® \

k.7

*T5381.
E-5386 Clip, Tantalum, FRIEDMAN: double ~.|

barrel tubular, 2mm long. @
|

pilal \_
) - 2N
|

104
- g "N
E-5381-60 Boat, Silicone. @ e, Mansi
Qnatey
% Designates most popular model or size. .
_/ N AUTQ
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