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REIVINDICACIOHNES

2Zplicader (1) para inagertar un implante, en particular un
implante similar a barra (2; gue contiens una sustancia activa,
bajc la ziel de un humano o animal, gue comprende una carcasda (3),
una cinula (6} gue s5e extiends deade la carcasa (3), ¥ uhna mazija
118} para agarrar y maniobrar el aplicador (1) y la cénula (6]
durante ‘a ingercién de un implante (2, caracterizadd en gue la
manijs (15) =e extiende a lo largo y se espacia desde al mencs

-

carte de la longitud de Za canula (6], al menosz durance 1la

insercidn de la canula.

CE. Aplicador 1) de acuerdo con la zeivindicacidn 1, en donde la
manija (15} se extiende a lo large y ge esgpacia desde al mencs
30%, preferiblemente al menos 50%, mis preferiblemente al mencs

BO% o uoda la longitud de la canula.

3. splicador (1) de acuerdo gon la reivindicacidm 1 ¢ I, en
doende el archo de la wmanija (15) se Incrementa en una direccidn

lejos de la cénula (&) .

4. Aplicedor (1) de acuerdo con  una cualguiera  de las
reivindicacicnes precedentes, en donde la superficie superior de

la mani‘a {15} se eleva con relacidn al resto de la carcaza [(15) .

5. Apiicador i1} de acuerdo  con upa cualguiera  de  las
reivindicacicnes precedentes, gue comprendsn un S0porte  para
cdnula (%), una barra (21) wmontada schbre o en la carcasa (3) y al

menos parcialmente dentre de la canula (8] y/o el scporte de la
canula (%), v un accicnador (4] para deslizar la canula {&] y la
barra (21} con relacifdn a —a otra, en deonde el accicnader (B ze

ulica en la manija (15).

&, Aplicador (1) de acuerds ¢on la reilwvindicacién 5, &n donde
cuando  un implante  {2]  esti prezente en la canunla (&), el

accionador (&) se ubica scbhre la canula (&),

7. Aplicador {1] de acuerdc con la reivindicacién 5 o &, en
donde el cxtreme préximo de la canula (8] estd provisto con un

go0porte para canula (9] gue ea deslizable scbre la barra {21}, v

§



en donde el accicnador (B) y £ste soporte (3] ze interconectan por

un =lemento flexible (12).

g. Arlicader (1) de acuerdo con la reivindicacidn 7, en donde
el elemento flexible ({(22] ez al wenos retenido parcialmente por

guizs.

a, plicador (1) de acuerds con una cualguiera de  las
reivindicacicnes precedentes, que comprenden una palanca (22) gue
se extiende a loc largo en al mencs parte de la canula (8], cuva
palanca (22 puede rotar vy/o deslizar v/o es flexible entre una
primera posicifn en donde el implanke (2} =ze asgegura dentro de la
canula (6] y/o el soporte de o¢dnula (%) ¥ una segunda posicidn en

donde sc descngancha el implante [27.

20, Aplicader (1) de aouerds con la reivindicacion %, en
donde, en su primera pogicidn, la palsneca (22) cubre al mencs

carciaimente la camula (&) .

1. En combinacién, un Zmplante para ser insertadc debajo de
la piel de un bkumane o animal ¥ un apl-cador, aplicador el cual
Ccomprende una carcasa, una canu_a gue se extiendes desds la carcasza
¥ posee una extensidn v una manija para asir oy manizular el
aplicadoer v la canula durante la insercidn gdel implante, en donde
la manija sc extiende scbre al mencs una parce de la longitud ae

la cAnula.

1z, La combhinacién de acuerdo cocn la reivindicacidn 11, en
donde el ancho de 1a manija ¢orre en sencide contrarico al de la
ranula ¥y tiene superficies lateraleg respectivas gue permiten dgue

a manija sea asida por un usuario.

33, La combinacidn de acoerds con la reivindicacién 11, =n
donde la resiatencia a la flexide: de la manija es supericr al de

la canula.

14, La recombinacidén de aruerdce con a relvindicacicn 11, 5
donde antes de ser usado, el implante se ubica dentro de la cdnula

v oge agegurs conbra la remoclidn accidenzal del mismo.
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15. La ¢ombinacién de acuerds oon La reivindicacién 14, en donde
el implante se agsegura conbrva la remocidn agcldertal por mwedio de
una protbuberancia gue se extiends hasta el interior de la cédnula vy
la insercisn de la cdnula debajoc de la piel ocasiona la liberacidn

de ia protucerancia.

15. a2 conbinacién de acuerdoe con L@ reivindicacicn 11, gue
comprends adicignalments un soporte de cdnula, una barra mohtada
en la carcasa ¥ gue se extiende al mencs de forma parcial denkro
de la rcarula o del acporte de la cféanula v un actunador para gue se

deslicen la cénula y la barra entre si.

17. La combizaciédn de acuerds con la reivindicacidn 18, en donde
el zoporte de la cdnula estd provisto en el extremo proximal de la
cAnula vy ez deslizable a lo large de 1a barra v en donde €1
actuador y el soporte este  interconectados por medic de  un

eierents flexibkble.

15. La conrcinagién de acuerds con la reivindicacidn 11, en donde
el implante es un elemento alargado con forma de barra gue

contiene una swstancia activa.

19, La combinacidén de acuerdo con -a reivindicacidén 18, en donde

la sustancia activa es una hormona progestogénica.

20. In aplicador para implantar un anticcnceptivo con forma de
barra gue contiene una hormena progestogénica najo la piel de un
humano o animal gus comprendes:

una carcasa;

ura canula gue z2e extiende degsde la carcasa vy tiene una longitud;
un implante que estd retenido dentro de la cédnula con anterioridad
a 55U u80; v

una man-ja patra asir y manichrar el aplicador v la canula durante
la insercién del implante, en donde la manija se extiende zobre al

mencs una partte de la longitud de la canula.
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Industria y Comercio

SUPERINTENDODENCIA

DIVISION DE NUEVAS CREACIONES

RADICACION EXPEDIENTE No. 07-75329

Et EXTRACTO DE LA PRESENTE SOLICITUD DE PATENTE DE INVENCION
FUE PUBLICADRQ EN LA GACETA DE PROPIEDAD INDUSTRIAL No 5§96 DE
FECHA 30 DE SEPTIEMBRE DE 2008 EL TERMINO HABIL SENALADO POR

LA LEY EXPIRA EL 30 DE DICIEMBRE DE 2008

NOTA: Dentro del plazo de los seis (6) meses siguientes a partir de la fecha de publicacion
en la gaceta de Propiedad Industrial, debera solicitar v cancelar el examen de
patentabilidad so pena de que la solicitud caiga en abandone, de acuerdo con (o
establecido en el Arliculo 44 de la Decision 4856/2000.

SE PRESENTARON OPOSICIONES POR PARTE DE TERCEROS.
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and subistantially paralle: 1o the surfece of 3 panticular tissue (10) or overlapping seties of tissues such that the inserrion is made to the
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TISSUE _FENFTRATION GUIDE

This application concerns a tissue penetration guide designed to facilitate the
proper insextion of an inswurmen or device into a desired positon under or inside the
tissue in question. More particularly, the present invention relates to a novel means for
assuring that particularly-directed medical insouments, such as ocars, needles, tubes,
probes, etc., can be placed into a desired posidon under or inside a particular tissue,
The ussue penetration guide is most particularly appropriate for directing such medical
devices into a desired position for subcutaneous insertion, placement, probing,
injections, implantations, depositions, eic.

Backeround of the Invention

The prior art provides a number of mechanisms for implanting materials,
particularly medically applicable materials, in an animal, U.5, Patent No. 4,451,253
(Harman) teaches an implant injector with a stable obturator held secured within the
injector body and a retractable, hollow needle or wocar. In its initial position the needle
is extended such that an implant rests inside the needle against the distal end of the
stable obturator. After the needle is injected into the desired position, the remactable
needle is withdrawn zlong the obturator 1o uncover and depesit the implant, U.S.
Patents Nos, 4,820,267 (Harman), 4,846,793 {Leonard et al.) and 4,994,028 (Leonatd
et al.} disclose devices with hollew, needle-like cannulas for implantation of a plurality
of solid, elongawd medicinal pellets. These devices are designed such that a user slides
a manually engageable knob slong the body of the instrument te move a plunger
through the needle and dispense the pellets. U.S. Patent No. 4,661,103 (Harman)
teaches & sirmilar device with a slotted barrel element to slidably mount an integral
magazine for multiple implant pellets, U.S. Patent No. 4,871,094 (Gall et al.) pravides
an injector which utilizes a syringe-like, distally-protruding coaxial plunger and a side-
loading opening fer placing implants in the injector, The Gall et al. devices also
include a staggered channel passing through the external surface of the device's body.,
with each section of the channel corresponding roughly in length to that of the implants.
A laterally protruding knob on the plunger slides between points within the siaggered
channel to facilitatre implantation of onc pellet at a Hme. U.S. Patent No. 4,900,304
{Fujioka et al.) teaches another standard plunger, side-loading injector. The Fujioka et
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al. device differs in its side-loading activity from that seen in the Gall et al. device,
above, in that the loading port is located in the side of the device's needle or trocar
member, which is loaded with implants prior to being inserted into the trmdy of the
injector, U.5. Pateat No. 4,402,308 (Scott) describes an implant injector having a
hollow, slotted needle or trocar rotatably mounted inside & sheath, the sheath being
remactable t0 ¢xpose any portion of the slotted needle, U.5. Patent No. 4,941,874
(Sandow et al.) provides for a ransparent injecior with a protective covering 1o protect
the plunger rod and prevent it from falling out. U8, Patent No. 4,753.636 (Free)
weaches a syringe-style implant injector in which a tab-like clip is releasably secured to
positions on the obturater to regulate its forward progress and limit each implanmation 1o
a single implant pellet. UL.S, Patent No. 4,147,164 (Behney) directs a method of
placing shape correcting implants into canine ears. Finally, U.S. Patent No. 5,385,554
(Brimhall} teaches a wing-shaped pair of extensions for a catheter inducer which
facilitates the gripping of the needle.

In addition, the prior art has addressed some means and methods for inserting
devices into tissues ar reasonably prescribed angles. 1.5, Patent No. 2,577,481
(Piechaczek) set forth an apparatus comprising, generally, a flattened base to be placed
against a patent's skin and adjustable means for altering the angle at which a
hypodermic needle passes through the plane of the base.  Similarly, U.S. Patents Naos.
5,024,665 and 4,966,589 (both to Kaufman) describes a composite catheter assembly
which secures the body and needle of an insening device such that its angle of
penemration into the body is substantially maintained during operation, U.S. Patent No.
5,192,271 (Kalb et al.) discioses & device for delivering an injection to & penis, the
device comprising a ring designed o encircle the penis, the ring having one or more
tubular extensions prowruding from the ring such that a hypodermic needle passing
through the tube and ring is guided to the central erectile tissue. U.S. Patemt No.
5,395,317 (Kambin) provides a method of reatng a hemiated disc, the method
including a Jig which utdlizes substantially parallel channels in a jig and an original guide
passing through cne chanrel 1o align subsequent linear devices and direct them toward
the desired locaton in relation 1o the dise. U.S. Patent No. 4,403,987 (Goninger)
discloses an injection aid comprising, in general erms, a hypodermic syringe, an
angled ramp means, and a base, the base being designed 10 secure the syringe and slide
down the ramp means at the prescribed angle 10 make & desired injection into a limb.
U.S. Patents Nos. 3324854 (Reese} and 2,660,169 (Malm) disclose syringe

A
AU
oP




10

15

35

WO SR M9) PCT/US97/1681)

.3

anachments which protrude from the neadie end of a syringe and ailow the user 1o poide
the syringe's needle into a specified, upriised portion of skin.  Finally, U.5, Patent
No. 5,300,079 (Niezink ¢1 al.) 1eaches a spring operated injecior designed to implant
objects such as tansponders used for identifying hogs. The Injector urilizes a
positioning means comgprising a pin which is set against a body as a guide for an
insertion needle to be passed paralle] to the pin and into and out of the body.

While each of these devices provide means for insetling a medical device, such
as a needle, cannula or mocar, into tissues, none limits the angle of insertion such that
the device or materials they are designed to implant, inject or deposit can be placed only
at the desired depih undemneath and substantially parallel to the surface of the Hssue.

Brief Descrintion of the I :

In certain medical, veterinary or dental procedures it is nccessary to direct an
insertable, substantially linear device, such as a cannula, hypodermic needle, ocar,
catheter, probe, tube, etc., under and substantially paraliel 1o the surface of a pardcular
tissue or overlapping series of tissues, Examples include subcutaneous hypodermic
injections and the subcutaneous implantadon of solid, time-release medicaments,
including contraceptive implants. Also included are the insertion of reconstructive or
cosmetic implants, such as the veterinary implants described in U.S. Paeent No.
4,147,164 {Behney), mentioned above. During these types of procedures a portion of
the device is inserted at & particular angle to reach a prescribed location relative to the
surface of the summounding tssue.

In general, the present invention comprises a penetration guide o be used in
conjunction with a device designed to be inserted under a layer of tissue or tissues,
substantially paraliel to the surface of that tissue or tissues, the dewice having an
extended, substantialiy linear portion designed to be inserted into or under the tissue.

The tissue peneation guide of this invention comprises a substantially linear,
preferably linear, cxwension of material maintained substanuially parallel to, prefarably
paratlel to, and separated from the extended portion of the device designed to make the
inserdon in questdon. The guide is designed to remain on or near the surface of dssue
10 be entered and guide the insertable portion of the device or instrument 10 jts desired
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inserted position. More perticularly, the present invention provides a guiding means
separated from and substantially parallel to the insertable portion of the device or
instrument such that the device may be passed into the tissue only to a certain depth
and, if the insrument is not inserted substantially paralle! 1o the surface of the Hssue, it
must be oriented substantially parallel 1o the surface of the tissue before further forward
progress can be achieved. As this occurs, the amount of tisgue corresponding 10 the
desired depth passes berween the tissue penetration guide and the insertable portion of
the insrrument in question, It will be understood that the distance between the guide
and insertable portion of the instrument will preferably be only that which allows the
tssue (o pass between and in close proximity to both the guide and the instrument. In
cases where the depth of insertion is critical, this distance may be defined such that the
tissue inserted touches beth the guide and the instrument as it passes between them,
While some flexibility may be preferable for certain uses where the depth of inseriion of
the insertable is not as critcal, it is most preferred that the tissue peneradon guide be
relatively rigid and inflexible to resmict the moton and insertion of the device's
insertable poriion to the intended position.

The penetration guide may have any physical shape which allows the activity
Just described, preferably having dimensions which will not catwch, bind or irfitate the
tissue in question or hinder the intended insertion. These shapes may include, but are
not limited 10, rods or colummnar projections. The projections may be designed such
that, in lateral cross-section, they are circular, elfiptcal, square, rectangular, of any
other design which does not Jead 1o unwanred effects on the tissue or inhibit the desired
insertion.

In ancther preferred embodiment, the penetration guide does not exiend along
the full lengih of e inserable portion of the instrument. Rather, the most extended
portion of the instrument projects beyond the guide such that this instrement may create
an opening in the tissue, or be passed throngh a pre-existing opening or incision, before
the guide contacts the external sutface of the tissue and directs further inseraon of the
instrurnient substantially parallel thereto, In this embodiment, it is preferable that the
distal or most extended portion of the device to be inserted projects beyond the distal or
most extended portion of the dssue penewadon guide by a distance slightly greater than
the thickness of the tissue in question. Thisdifference in lengths allows the instrument
to be inserted under the vssue and may act as a lever to 1ift the gssue from the underside
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as the instument is angled for the desired insertion, With the tissue so elevated, the
instryument may then be inserted with a diminished chance of grasping and tearing or
ripping the tissue,

For the putposes of this disclosure, the term distal is used to refer to those
pordans of the device normally held away from the operator during use, such as the
shirpenad end of 8 wocar or hypodermic needle, and proximal refers 1o those pordgons
of the device normally held wward the operator during use.

In 2 most preferred embodiment, the presemt invention comprises a skin
penemation guide to be used in conjunction with a device designed to make
subcinanepus insertions in a mammal, preferably in a human. In devices of this
embodiment, the tissue penetration puide comprises a substantially linear, more
preferably linear, extension of material maintained parallel to and separated from the
extended portion of the device designed to make the subcutaneous insertion. The guide
is designed to remain on or near the surface of skin to guide the inserted pordon of the
device or instrument to its desired position. Devices of this embodiment include those
syringes and injectors particularly useful for making subcutanecus injections or
implantations of sclid medicaments, particularly solid, time-release medicaments,
including contraceptives. 1t will be understood that the devices in question will have a
skin penetration guide which is separated from their insentable portions by a distance
desipned to accommodate the passage of skin berween them. 1t is understood that the
space of this separation will vary from species to specics depending vpon the thickness
of animal's skin. A space of between 0.05 and Q.10 inches (1.25 w 2.5 mm),
preferably about 0.075 inches and about 0.095 inches (1.88 to 2.41 mm) between the
penetradon guide and the insertable portion is preferred for devices wsed to make
subcutaneous injections or implantations in humans, most preferably a space of
hatween about .080 inches and about 0.090 inches (2.03 to 2.29 mm). The insertable
portions may include, but are not limited 1o, (rocars and the syringe cannulas used for
injections, including both sharpened cannulas, such as hypodermic needles, and biunt
cannulas.
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ief Descrintion of he Drawi

Fig. 1 provides a cross-sectional side view of an implant injector udlizing a
tisstie penctration guide of the present invention,

Fig. 2 provides a cross-sectional side view of the implant injector of Figure |
with its trocar inserted through the skin of an animal,

Fig. 3 presents an additional cross-sectional side view of the implant injectar of
Fig, 2 after it has been further inserted subcutanecusly.

Detailed Descrintion of the | .

An embodiment of the present invention can be seen it the cross-secdonal, side
view of a subcutaneous impiantation device utilizing a fissue penemranon guide in Fig 1.
The implantation device comprises a tubular needle or attached oocar (2) secured 1o the
device's body (1) such that & tubular channel (3) passes co-axially through them, the
channel (3} having intemal dimensions sufficient to accommodate the passage of a solid
columnar or ¢ylindncal subcutangous implant (4}, For the purposes of describing Figs.
1-3 herein, the wrm "trocar™ is undersiood to refer to a distally sharpened cannula
secnred by its proximal end to the injector body (1}, The trocar (2) in these fipures is
intended to rernain secured to the device’s body and is not left in its inserted positon in
a fssue once the injector body has been removed from its injection or insertion position,

Passage of the implant (4) through the device is facilitated by a standard
obturator or plunger rod {(5-7). A tissue penetration guide (8) of the present invention
extends from the implantation device's body (1) substantally parallel to and seperated
from the weear (2} by a pre-determined space (9).  In the embodiment iffusirated in
Figure 1, the guide (8) does not extend along the full length of the needle or trocar (2).

In operaton, the subcitanecus implantation device's trocar is directed oward
the patient's skin with frocar (2) between the skin and the tissue penetraton guide. As
illusmated in Figs. 2 and 3, the wocar (2) is then inserted through the skin (10) at the
desired location and angled such that its further progress is underneath and substantially
parailel to the surface of the skin (10). The penetration guide (8) is ortented relative to
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the distal end of the wocar such that it contacts the external surface of the skin (10) and
inhibits further forward progress of the trocar (2) (Figure 2) unless the device is
brought ® a more appropriste angle relative to the skin such that the trocar (2) passes
under and substantially paraliel to the skin (103, with the layer of skin (10) passimg o
the space (9) separating the guide (8) and the wocar (2) (Figure 3). Passage of the
trocar under the skin (10) creates en opening inte which the solid implant {4) can be
deposited. Deposition is accomplished by grasping the obturator by its handle (7} or
rod (5) portions and retaining it in a stable position while withdrawing the injector's
wocar (2) from its inserted position. The forward or distal end (6) of the obturator
contacts the implant (4) and maint2ins it in position under the skin as the injector is
withdrawn.

While Figs. 1-3 illustrate an injector design with a single solid implant (4)
contained therein, it will be understood that the penetration guide of the present
inventcon may be used with implantadon devices of various body styles designed o
accommodate a plurality of implants.

In other embodiments of this invention, the pencmration gulde extends along the
entire length of, or extends beyond, the insentable portion of medical instrument. Such
embodiments are particularly useful for insertions in which the insertable portion of the
device is not required to make the inidal puncture through the tissue. They may also be
preferred for those activities where the depth the insertable portion is allowed o pass
below the surface ossue s to be parhicularly limited.

The penetradon guides of the present invention may be maintained at the desired
distance from the insertable portion of the device by any means which docs nct hinder
the activities of the desired insertion. Preferably, the guide will be coupled directly to
the device itself and may be releasable, The coupling may occur directly te the
inserable portion of hie instrument, with the means of coupling being located
sufficienlly from the most extended or distal porton of the instument to be insaned to
allow the desired insertion. In many instances it may be preferable to couple the
penciration guide to the insertable portion such that the most proximal or forward
portion of the coupling means conacts the tissue passing over the insertable portion and
prevents further insertion. 1n this manner the guide not only prescribes the angle and
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depth relabve to the tissue throngh which the device can be insarted, it also determines
the depth under the tissue to which the insartion can be accomplished.

The penstration guide may be narrower or wider than the insertable portion of
the device, The penetration guide may also be longer or shorier or the same length as
the device's insertable portion, i.e, in their working orientation the guide may cxtend
beyond the insertable porticn, or vice versa. In other embodiments, the most proximal
or lemminal portions of both may extsnd substantially the same distance from the
medical device. The penctration guide may also be adjustable in length so as to alter the
extension with respect to the insertable position,

For other uses the penetration guide will more preferably be secured to a portion
of the device other than the insertable portion, such as on the body or housing of the
device, In the case of an injector designed for solid, subcutaneous implants, such as
ihat illestrated in Figs. 1-3, &t is desirable that the guide be an extension of the main
body of the injector, preferably as an integral, solid, molded portion of the body, itself.
In the case of syringes, it is preferable that the penetration guide be coupled, releasably
or atherwise, 1o the body of the syringe or to the hub bearing the syringe's canmula.
The guide may be coupled to the device at any locaton and in any manner which allows
the desired actions and uses of the device, As with the injector body just described, the
penetration guide can be molded as an extension of the syringe's cannula hub,

In other embediments, it may be preferable to utilize means for adjusting the
distance by which the penetration guide is separated from the insertable portion of the
instrument of device. Such means may include any design which allows the penetragon
guide to be separated from the insertable portion by set distances or by any distance
over a specified range.

The penefration guide may comprise a plurality of substamtially parallel
extensions from the housing or body, each substantially parallel to and, preferably,
equidistant from the insenable portion of medical instrument. Most preferably, the
penetration goide is a single cxtension. The penetration guide may alsc be designed to
aliow only a single distance between uself and the insertable porion of medical
instrument or the penetraton guide may be adjustable to allow the operator to set the
distance between the two according (o the thickness of tissue or tissues in question.

e
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The distance or gap berween the peneration guide and the insertable portion of
medical instrument may be any separating clistance which allows the fsswe to pass
between the two and limits the insertion of the insertable pordon of medical instument
to the desired depth under the ussue of tssues. When the tissue is human skin and the
insertion is designed w be subcutaneous deposit, as in the case of depositing solid
contraceptive implants, it is preferred that the penctration guide is separated from the
insertable portien of medical instrument by a distance of between abowt 0,075 inches
and about 0,095 inches (1.88 to 2.41 mm), most preferably by a distance of berween
about 0,080 inches and about 0.090 inches (2.03 10 2.29 mam).

It will be understood that the penetration guides of this inventon may be made
from any materia! sufficiently rigid w accomplish the intended functions. In many
applications, the materia] will preferably be a moldable polymer, such as nylon 66 or a
polyacrylic. A clear material, such as a polyacrylic, may be advantageous for methods
in which the ability to view the tissue throuph the guide is an advantage. If the
maierals are clear, such as with glass or a polyacrylic marerial, the 1op and botiom
surfaces of the penetration guide may be rounded convexly or concavely to alier the
angle andfor magnification of light passing through the guide. For some procedures, it
may also be desirable o have lines, markings, raised or indented portions or other
visible markers on or in the surface of the penetration guide to serve as indicators to the
depth of penatration of the device.

203
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What is Clatmed;
1. A penstration guide for use in conjunction with a device having a

substantally linear portion designed for insertion into or under a tissue, the penetration
guide comprising a substantially linear body maintained paraliel to and separated from
the substantially linear portion at a distance sufficient to allow the tissue (o pass between
the penetration guide and the substantially linear portion and having a length sufficient
to restrict the inseftion of the substantially linear portion 1o an angle which directs the

substantially linear portion to a pesition under and substantially parallei 10 the sorface of
the tssue,

2. The penetration guide of Claim 1 and further including a device wherein
the device is a subcutaneous insertion device, the substantially linear portion designed
for insertion is a trocar or hypodermic needle, and in use the tissue is mammalian skin.

3 The penetration guide of Claim 2 wherein the penetration puide is
separated in use from the trocar or hypodermic needle by a distance of between about
1.25 mm and about 2.5 mm.

4. The penetration guide of Claim 2 wherein the penetration guide is
separated in use from the trocar or hypodermuc needie by a distance of berween about
1.88 mm and about 2.41 mm,

5. The penetration guide of Claim 2 wherein the penetration guide is
separated in use from the mocar or hypodermuc needle by a distance of between about
2.03 mm and about 2.29 mm.

6. The penetration guide of Claim 1 wherein the device is a hypodermic
syTinge, the substantially linear portion designed for insertion is a syringe cannola, and
the tissue in use is skin,

7. The penetration guide of Claim 1 further being adjusiable in langth so as
to alter the extension of the penetration guide with respect to the length of the insertable
position.

3
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g. The penetration guide of Claim 1 further having means for adjusting
the distance separadng the penetration guide from the substantially linear portion,

9. The penemation guide of Claim 1 wherein the penetration guide is
releasable from the device.

10. A penctration gunide for use in conjunction with a device having a
cannula designed for subcutaneous insertion under skin, the penctraton guide
comprising a substantially linear body maintained in use parallel to and separated from
the cannula at a distance sufficient to allow the skin above the insertion o pass behween
and in close proximity to the peneraton guide and the cannula, the penetration guide
further having a length sufficient 1o restrict the insenion of the cannula in use to an
angle which directs the cannula to & desired subcutaneous position.

i1, The penetration guide of Claim 10 wherein the device is a subcutaneous
solid implant injecior.

12.  The penerration guide of Claim 10 wherein the penetation guide is
separated in use from the trocar or hypodermic needle by a disiance of between about
1.25 mm and about 2.5 mm,

13.  The penewation guide of Claim 10 wherein the penetraton guide is
separated from the cannula by a distance of between about 1.88 mun and about 2.41
mm,

14, The penetration puide of Claim 1 wherein the penetration guide is
separated in use from the cannula by a distance of belween about 2.03 mm and about
2.29 mm.

15.  The penetration guide of Claim 10 and further including a device
wherein the device is a hypodermic syringe.
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Como resultado del examen de fondo, realizado con fundamento en el articulo 45
de ia Decisién 486 de la Comisidn de la Comunidad Andina, se comunica:

1.

Documantos estudiados

Descripcion. Folios: 28 a 46 Como se radico inicialmente,
Reivindicaciones: Folios: 93 a 95 Modificacion radicada inicial.
Dibujos: Folios: 48 a 51 Como se radico inicialmente.
Prioridad: Folios: 1 (EP) 2005-051004180 (2005/01/24).

Objeto de la invencidn

Titulo de 1a invencisn: “APLICADOR PARA INSERTAR UN IMPLANTE”.
{Folio 1).

Problema Téchico Planteado:

Evitar dafios o llegar a estropear un implante de una sustancia activa al
momento de insertarlo debajo de ta piel de un ser humano o animal.

Garantizar el aseguramiento de un implante de una sustancia activa en
un aphcador. dertro de una cénula y su corespondiente soporte de
canula cuando dicho aplicador no se este operando, o cuando se este
manipulando antes de insentar dicho implante debajo de la piel.

Facilitar ia manipulacion y operacién de un aplicador para insertar un
implante debajo de la piel de un ser humano o animal, sin que este
implante sufra algiin dafio al momento de insertarlo.
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Solucion:

» La solucion a log problemas técnicos planteados es proporcionar un
aplicador para insertar un implante, en donde dicho implante tiene una
forma de barra que contiene una substancia activa, la cual s insertado
debajo fa piel de un ser hiumang o animal, este aplicador cuents con un
alojamiento, una canula, un soporte de cénula, una cubierta de
protectora para la canula, y un mecanismo que después de remover la
cubierta de la canula asegura el implante dentro de la cénula vy por
gnde se asegura a su vez a su soporte de cénula, asimismo dicho
mecanismo desengancha el implante durante la insercion de la canula
o despues de insertar la cdnula debajo de la piel del ser humano o
animat, en donde no se aplica o se ejerce substancialmente ninguna
fuerza durante la expulsion del implante de la canula.

IPC:  ABIM3T/00,

3. Analisis de la solicitud de Patente

Reivindicaciones (artfcuio 30 D 486, Art 22 PCT),

Claridad:

»

S¢ le sugiere al solicitante presentar una nueva y unica reivindicacién
independiente No.1, que contenga en el preambulo los elementos
conocidos en el estado de la técnica y en |a parte caracterizadora presentar
los elemantos y/o caracteristicas novedosas e inventivas que lo hacen
diferente del estado de |a téenica.

Se le recuerda al solicitanie que en la reivindicacion independiente, la parte
caracterizadora, que suele saguir al preambulo precedida por la frase
“caracterizado por”, recoge las caracteristicas técnicas que van hacer
protegidas y que constituyen la novedad frente al chjeto conocido de
estado de ia t&écnica.

En la reivindicacion dependiente No.3, expone "ef ancho de fa manija {15}
se incremerta en una direccion fejos de la cdnula (6)", se evidencia que
este ancho de la manija no es claro, debido a que segln como esta
redactada no referencia de manera correcta esta dimensién y tampoco con
a que direccion y ¢oh respecto a quien, va que “fejos de fa canula (6)", no
es una referencia adecuada.

Se e sugiere redactar nuevamente esta reivindicacion, colocando “ef anchio
de fa manifa (15)" de manera clara, y poder comprender con respecto a gue
ohjeto se esta referenciando esta dimension.

En ia reivindicacion dependiente Nod, se exponen los elementos
"superficie superior de fa manifa (15)" y ‘resto de la carcasa (15)" se
evidencia que tal y como esta redactado estos elementos crea confusion,
debido a que sequn la descripcian el numero de referencia (15} pertenece
unicamenie a la ‘manifa”

Se le sugiere al solicitante que redacte esta reivindicacion, colocando de
manera clara y correcta el niumero de referencia (15) al elemento “manija”,




guardando correspondencia con la descripcion, las figuras o dibujos ¥
dicho capitulo reivindicatorio.

En la reivindicacién dependiente No.5, tal y como esta redactada presenta
falencias en su cohesién, coherencia y ademas crea confusion, debido a
que no se tiene una secuencia ldgica de cdmo interacthan entre si las
caracteristicas técnicas particulares que se esta ilustrando, ademas no
tiene una secuencia logica en describir y conectar dichas caracteristicas
particulares y no se alcanza a comprender lo gque expone esta
reivindicacion.

Se le sugiere al solicitante redactar nuevamente esta reivindicacion
dependiente No.5, colocandola de manera coherente y clara, describiendo
de manera 16gica todas las caracteristicas técnicas particulares y como
interactuan entre si, con el objetivo de analizar, comprender y distinguir
meijor sus caracteristicas particulares que la componen y que se desean
proteger.

En los siguientes grupos de reivindicaciones, se evidencia que ilustran
elementos, caracteristicas, componentes ¢ términos, que no son claros, no
se definen de manera especifica y concreta a que elementos se estan
refiriend¢ y/o cuales elermentos pertenecen, asi:

No.1. "Espacia”.

No.8. "Guias”.

No.11. "Aplicador”, "Carcasa”, "Canuia’, "Extensién”,
Na.11. "Manija para asir”.

No.14 ¥ 15 "Remocion accidental del mismo”.
No.14. "Implante”, "Canula”.

No.15. “Implante”, "Proiuberancia”.

+ No.16. “Soporte de cénula”, "Barra”, "Carcasa’.
+ No.16. “Forma parcial dentro la canula”, “Actuador”.

4 #&# ® =

Se le sugiere al solicitante que aclare de manera especifica y concreta a
que elementos, caracteristicas, componentes o términcs, se esta refiriende,
y ademas coloque al frente de la caracteristica o del elemento, &l numero
de referencia guardando correspondencia con el capitulo descriptive, las
graficas o dibujos y dicho capitulo reivindicatorio, con el objetivo de
comprender mejor |a invencién al momento de hacer el analisis y distinguir
los elementos de dicha invencion,

En la reivindicacion independiente No.11, se evidencia que expone el
mismo contenido que se describe en |a reivindicacion independiente No.1,
exponen similares caracteristicas de la invencién, también se observa gue
su preambule se encuentra mal formulade, debido a que no se esta
relacionando con el titulo inicial de la solicitud en estudio y solo s& presenta
"ot combinacidn, un implanfe para ser insentacdo debajo de fa piel de un
hurmano o animal”

Sa le sugiere al solicitante que unifique esta reivindicacion con la
reivindicacion No.1 y por ende elimine esta reivindicacién.

En la reivindicacion dependiente No.12, expone ‘el ancho de la manija
corre en sentido contrario al de la cénula’, se evidencia que este ancho de
la manija no es claro, debido a que seglin como esta redactada no
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referancia de manera correcta esta dimension ¥ no se comprende,
ademas exponen similares caracteristicas de la reivindicacion No.3.

En esta reivindicacidon dependiente No.12. expone "supetficies laterales”
estas caracteristicas no son claras y ademas no estan soportadas en la
descripcidn y no aparecen como Uha caracteristica en la manija (15},

Se le sligiere al solicitante que suprima o elimine esta reivindicacién.

En la reivindicacion dependiente No.13, expone “fa resistencia a fa flexién
de la manifa es superior al de la canila’, se evidencia que seglun como
esta redactada esta exponiendo un resultado a alcanzar o ventaja, la cual
Na es una caracteristica técnica particular de la invencion.

5e le sugiere al solicitante que suprima o elimine esta reivindicacion.

Se le recuerda al solicitante gue las reivindicaciones deben definir la
invencion por sus caracteristicas esenciales, estructurales o funcionales,
por lo tanto los resultados & alcanzar no son caracteristicas técnicas de la
invencidn.

En la reivindicacion dependiente No.14, no es claro ¥y no s& sabe a que
esta refiriendo donde dice “....y se asegura contra la remocién accidental
del mismo”.

Se le sugiere que redacte nuevamente esta reivindicacién aclarando ...y
se asegura contra la remocion accidental def mismo”,

En {os siguientes grupos de reivindicaciones dependientes, se evidencia
que tal como estan reivindicadas, exponen e mismo contenidoe o son
similares, asi:

« Preambulo No.1y No.18

« No.5yNg. 186,

v No7yNa17,

Se |le sugiere ai solicitante que unifigue aguellas reivindicaciones
dependientes que exponen el misme ¢ similar contenido.

En la reivindicacidon dependiente No.20, se evidencia gue es una
compilacién de las reivindicaciones No.1 y la No,11.

Se le sugiere al solicitante que suprima ¢ elimine esta reivindicacién.

En el capitulo reivindicatorio, en las reivindicaciones No.11 a 20 tanto
independiente como dependientes, se evidencia que sus preambulos esta
mal formulades, debido a que no se esta relacionande con &l titulo inicial de
la solicitud en estudio ¥ 5010 se presenta “una combinacion”

Se le sugiere redactar nuevamente este capitulo reivindicatoric, colocando
en todas sus reivindicaciones dependientes de manera clara y correcta sus
preémbulos direccionade al titulo de la solicitud en estudio.




489"

Se le sugiere al solicitante que al presentar el nuevo capitulo
reivindicatorio cologue los nombres de los elementos y/o componentes
correctos guardando correspondencia con [os elementos yfo componentes

que se describen en el capitulo descriptivo.

Se le sugiere al solicitante, que en el capitufo reivindicatoric colpgue los
numerns de referencia al frente de fodos los componentes y/o elemertos

que hdacen parte o conforman la invencion, guardande una correspondencia

entre las graficas yfo dibujos, el capitulo descriptivo y diche capitulo
reivindicatorio, con el objetivo de comprender mejor la invencién al
momento de hacer €l andlisis, y a su vez distinguir los elementos de dicha

invencian.

4. Determinacién del Estado de la Técnica

Teniendo en cuenta que la fecha de prioridad de la solicitud es del 24 de Enero
del 2005, se encontrd el siguiente documento que hace parte del estado de la

técnica:

| Fecha de
N Documento Lot Publicacién
D1 W09813092 TISSUE PENETRATION GUIDE 02/04/1998

El documente D1 WO9813092 ilustra una guia de penetragion de piel, el cual
tiene una limitacién de movimiento dentro de una canula gue se emplea para
insertar un dnico implante solido debaje y sustancialmente paralelo a la
superficie de la piel 0 en superposicidn de manera gue la insercidn del implante
se realiza a la profundidad deseada. (Ver “Abstract’, "Hoja 1 a 11 (ver folics 98

a 104} "y lag “figuras No.1 a 3).

5. Analisis de Patentabilidad (Art 14 D486):

Novedad {(Art 16 D486)

1. Analisis de la retvindicacion No. 1.

Al comparar la reivindicacidon No.1 de la solictud en estudio, con las
caracteristicas técnicas del documento D1 WO9813082, se observa que D1
contigne todas las caracteristicas técnicas esenciales de la rejvindicacién No.1,
oMo $&@ muestra en 1a siguients tabla, asi:

y2U

(,b
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"~ ESTUDIO DE NOVEDAD

Caracteristicas esaenciales de la
Bolicitud en estudio

D1 WO9813092

|_os ny~eras de ref erencid ertre parat B5is cormesponder alos
rumeres da reforenciade |os alemantos del documerts 01

Aplicadar {1} para insertar un implante

una gula de penetracian de piel,

en particular un implante similar a barra (23
que contiene Una sustancia activa, bajo la
piel d& un humang o animal, que comrprende
una carcasa (3], un canula (8) que se
extiende desde '3 Larcasa {3}, y una mania
(15) para agarrar y rraniobrar ef aplicadar
{1) ¥ fa canyla (6) durante la insercion de un
rplante (2,

en particular un irplante similar a barra (4) que
contieng una sustancia activa, bajo Ia piel
{TISSUE SKIM) de un humano ¢ animal, gue
comprends una carcasa (1), un canula {2) que
se extiende desde la carcasa (1), ¥ una mania
() para agarrar y marwbrar el aplicadar y la
canula {2) durante la insercion de un implarts
(4},
(FI 98 "Abstract" . FI 101 pagina §. lin 14 2 35
FI 101 pagina 7, fin T a 11, FI1024in11a 21,
Fi 103 claims Mo.ta 16 fig ta 3

caracterizado en que la manija {15) se
extiende a 1o largo y se espacia desde al
menos parte de |2 longitud de |a canula {6}, al
rmengs durante |a insercian de la canula.

caracterzado en que la manija (8} se extiende a
fo largo y se espacia desde al menos parte de la
lengitud de la canula (2}, al menos durante Ia
insercion de la canula {2).

[F1 88 “Abstract”, Ff 101 pagina 6, fin 14 a2 35,
FI 101 pagina 7. lin Ta 11, FI 10210 112 21,
FI 103 claims No.ta 15 fig1a 3,

2, Efectuada Ja comparacién de elemento por elemento de la anterior tabla,

se demuestra que

las caracteristicas

técnicas esenciales de Ja

reivindicacion No.1, se encuentran reveladas en el antecedente D1 y

ademas sus reivindicaciones

dependientes 2 a 10, no ensefian

caracteristicas técnicas que hacen que la invencidn sea nueva,

En conclusion el objeto de la invencion de la solicitud en estudio, no es

nueva y No cumple con &l articulo

6. Conclusién:

16 de la decisidn 486,

Los requisitos de patentabilidad de |a presente solicitud se ancuentran afectados

asi;
N° Documento N° Reivindicaciones Afectadas Raqﬂg:;que
D1 W098130982 1a10 Novedad
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En cumplimiento del articulo 45 de la Decisién 486 de la Comision de la
Comunidad Andina, se le indica que debe dar respuesta dentro del términc de
sesenta dias contados a partir de la fecha de notificacion de la presente
comunicacién. En caso de no dar respuesta al presente requerimiento, o si a
pesar de la respuesta subsistieran los impedimentos para la concesidn, se

denegara la patente.

Notifiguese el presente oficio conforme a to dispuesto en ef numeral 5.2 literal ),
del capitule guinto del titulo primero de |a circular Unica, No. 10 del 2001,

JOSE LUIS SALAZAR LOPEZ

Director de Nuevas Creaciones {E)

g7 L 7

El anterior requerimiento fue notificado por fijacidn en lista, de fecha

CONCEPTQ TECNICO
Numero: 3851

EXAMINADCR TECNICO
Codigo No, 202072
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