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REIVINUICACIONES 

1. Apitcador (1) pars insertar un issuance, en particular in 

impiante similar a barra (2) coup cnnriene una sustancia activa, 

bajc in pici de in humane a animal, qua comprende Una carcass (3) 

una cÆnuia (6) qua se ex:iende castle is carcasa (3) y una ntanhla 

(is) pars acjarrar y maniobrar ci apiicador (1) y is cÆnuis (6) 

durante :s insercion de un impiante (2) caracterizadO or que In 

manila (is) Se extiende a 1° largo y Sc espacia sense ai mania 

carte de is iongitud be :a can-la (6 at menos durance is 

insercdn be Is cÆnuis. 

2. &piicadnr U) de acuerdo can is reivtndicsciOn i, an dande in 

manila (15 se extiende a Is largo y me espacia desde on menDs 

30%, preferibiemente al nienos 50%, mÆs preferibiemente si mates 

50% 0 toda is iongitud be ia cÆnuia. 

3. Apiicadnr Ci) de acuerdo con ia reivindicacidn i a 2, en 

donds ci ancho be la mantis (is) as tncrenenta on una direccidn 

iejos de is cânuia (6) 

4 Apiicadnr (i) de scuerdn con uns cuaiquiera cia iaa 

reivindcaciones precedentes, an dcnde is superficie superior de 

is mania (is) Se eieva con reiscion al resto de is carcass (is) - is 

S. Apflcaclor (i) de acuerdo can una cuaiquiera on iss 

rsivixxdicsciones precedences, que comprenden un soporce psra 

cÆnuis (9) -no barra (21( mnntsds cobra o en is carcass (3) y al 

cents parciaimente dentro de is cÆnuia (6) Soon ci soparte de is 

cªnuia (9) y un accionadnr () pars desiizar is cÆnuis (SI y Is 

barra )21) con reiacidn a :5 ntra, on aside el accionador (6) cc 

utica on is r.larlija (is) - 

6 Apflcsdnr (1) de acuerdo con is reivindicaciOn 5, en donde 

cuando nfl ’(upiante (2) epta presence an is cÆnuis (6) ci 

accionador (5) cc ubica sabre is cÆnuia (6) - 

7, Apitcador (i( de acuerc(c can is reivindicacion 5 0 6, en 

dnnde ci cxtrnmn co on la c&nuia (6) es --A provisto con un 

soparte part cÆnuia (9) qua Cs desiizsbie cobra is barra (21) y 



en dande ci acctonador )8) y Oste soporte (9) Se interconectan por 

Un eiemenro flexible (12) 

B - Aclicador (1) de actierdo con is reivindicaciOn 7, en donde 

ci eiemen:o flexible (:2) cc at menos reteaaida parciaimente per 

guias 

9. Apitcador (1) de acuerdo con una cuciquiera de ice 

reivndicacicnes precedentes, qua comprenden una pa]anca (21) qua 

se extiende a in largo en at metes parte de la cAnuia (6) cuya 

paianca (22) puede rotar y/o desiizar y/o es flexible entre una 

primera posicidn en donde ci ilnpiante (2) Se asegura dentro de is 

cdnuia (6, y/o ci soporre de cdnula (9) y una segunda posiciOn en 

40 donde Sc dcscngancha ci impiante (2) 

LU. Apiicadcr (1) de acuerdo con is reivindicactdn 9, on 

donde, en an primera posicion, is paianca (22) cubre at menoe 

parciarmente Is cOnnia (6) 

11. En conibinaciOn, Un impianre pare 5cr nsertado debajo de 

is piei de in humane 0 animal y Un all cadet, an leader ci coal 

comprende una carcasa, una earn  one so extiende desde la carcasa 

Y P08CC una extension y una manila pare asir y manioular ci 

apiicador y la cânuia durante It inserción dci instance, an donde 

la manila Sc extiende sobre at menDs una parte de is iongitud do 

4
 

is 

12. La continuation do acuerdn con ia reivindicacion ii, en 

donde ci alicho de La menu a corre en sencido cantrario at de la 

cÆnua y tiene superficies lateraies respectivas que permiten quo 

La manila sea aside per un uSuariO. 

13. is combinacian de acuerda can ia reivindicaciOn ii, on 

donde is resistencia a ia flexion de is manila cc superior at de 

to cÆnuia. 

l. La combinaciOn of acuardo con La reivindicaciOn ii, en 

donde ances de 5cr usado, ci ilopLante se ubica dentro do la cdnuia 

se asegra contra If remocidn accidental del miema 



C 
15 of coitinación de acuerdo con Ia reivindicaciön 14, en donde ZU 
ci mp1aritesc asegura contra ic remocion accidental for medio de 

una prctuberancia que cc ex:iende hasta ci interior de la cÆnuia 

ia inserctdn de la cªnuia debajc de la piel ocasiona la iiberaciôn 

de La proruberancia. 

16. La coniljinaciOn de acuerdo con La reivindicaciôn 11, que 

compreride acircionaimente Un soporte de c&nuia, no barra moneada 

or, If carcasa y que se extiende ci menDs de forma parcial dentro 

de la cÆnuia 0 del soporte de la canuia y Un actuadar pace que Se 

deal cen la c&nuia y la barra entre ci. 

17 - La coahi-acida dc acuerdo con la reivindicacidn 16 en donde 

ci soporte de la cÆnula eata proviato en ci extreme proximal de la 

canula y cc deslizabie a io largo de la barra y en donde or 

actuador y ci soporte este interconectados por medio de Un 

elemenco flexible. 

is - La coinbinacion de acuerdo con la reivindicacion ii en donde 

ci impiante Cs on eiemenco aiargado con forma de barn que 

contiene una sustancia activa. 

19. La conibinaci6n de acuerdo con La reivindicacidn is, on diode 

ia sustancia active of una hormone progestogØnica. 

S20. Un apii.cador para impiantar Un anticcnceptivo con forma no 

barra mae contiene una hormona progestogdnica dajo la pie: de in 

hurnano 0 arH.rnal. que comprende 

una carcasa; 

una cÆnuia one of extiende desde la carcasa y tiene una iongitud; 

Un inpiante are estª retenido dentro de la cÆnula con ancerioridad 

a on Uso; Y 

una man:j a para asir y nianiobrar ci apiicador y ia canuic durance 

la inserciOn del impiante, en donee la manila cc extiende sobre al 

(nerics uric parte de la icngitud de la cdnuia 

Av.C\Ar10\IJ-i46222\WPCL0299 
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This application concerns a tissue penetration guide designed to facilitate the 
5 proper migragan of an insironlerit or device into a desIred position under or inside to 

tissue in question. More particularly, the present invention relates to a novel means for 
asrnring that particularly-directed medical instruments, such as ffocan, needles, tubes 
probes, etc., can be plated into a desired position under or inside a pariic&ar tistie. 
The issue penewation guide is most particularly appropriate for directing such meccal 

10 devices into a desired position for subcutaneous insertion, placement, probing, 
injections, implantation,, depositions, etc. 

IS The prior art provides a number of mechanisms for implanting materials. 
particularly medically applicable materials, in an animaL U.S. Patent No. 4.451.253 
(Harman) teaches an implant injector with a stable obturator held secured within the 
injector body and a renctable, hollow needle or trocm. In its initial position the needle 
is extended such that an implant rests inside the needle against the distal cad of the 

20 stable obturator. After the needle is injected into the desired position, the remarkable 
needle is withdrawn along the obturator to uncover and deposit the implant. U.S. 
Patents Nos, 4,820,267 (Harman). 4,846793 (Leonard at at) and 4,994,028 (Leonard 
er at) disclose devices with hollow, needle-like cannulas for implantation of a plurali’ 
of solid elongated medicinal pellets. These devices are designed such that a user slides 

25 a manually engegeable knob along the body of the instrument to move a plunger 
through the needle and dispense the pellets. U.S. Patent No. 4,661103 (}{arman) 
teaches a similar device with a slotted barrel element to slidably mount an integral 
magazine for multiple implant pellets. U.S. Patent No. 4,871.094 (Gall etal.) provides 
an injector which utilizes a syringe-like, distally-protruding coaxial plunger and a side-

30 loading opening for placing implants in the injector. The Gall at al. devices also 
include a staggered channel passing through the external surface of the devices body, 
with each section of the channel corresponding roughly in length to that of the implants. 
A laterally marauding knob on the plunger slides between points within the staggered 
channel to facilitate implantation of one pellet at a time. U.S. Patent No. 4,900,304 

35 (Fujioka et al.) teaches another standard plunger, side loading injector. The Fujioka 0 
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a. 

device differs in its side-loading activity from that seen in the Gall ci al. device, 
above, in that the loading port is located in the side of the devices needle or hannew 
member, which is loaded with implants prior to being inserted into the body of the 
injector, U.S. Patent No. 4,402308 (Scott) describes an implant injector having a 

5 hollow, slotted needle or aucar notably mounted inside a sheath, the sheath being 
reauctable to e,cpose any portion of the slotted needle. U.S. Patent No. 4,941.E74 
(Sandow et a],) provides for a transparent injector with a protective coveting to protect 
the plunger rod and prevent it from falling out. U.S. Patent No, 4,753,636 (Free) 
teaches a syænge-srylc implant injector in which a tab-like clip is xleasably secured to 

ID posiSris on the obturator to regulate its forward progress and limit each implantation to 
a single implant pellet. U.S. Patent No. 4,147,164 (Behney) directs a method of 
placing shape correcting implants into canine ears, Finally. U.S. Patent No, 5,385554 
(Brisithall) teaches a wing-shaped pair of extensions for a catheter inducer which 
facilitates the gripping of the needle. 

Is 
In addition, the prior an  has addressed some means and methods for insenirig 

devices into tissues at reasonably prescribed angles. U.S. Patent No. 2,577,481 
(Piechacack) set forth an apparatus comprising, generally, a flattened base to be placed 
against a patient’s skin and adjustable means for altering the angle at which a 

20 hypodermic neodle passes through the plane of the base, Similarly, U.S. Patents Nos. 
5,024,665 and 4966,589 (both to Kaufman) describes a composite catheter assembly 
which secures the body and needle of an insening device such that its angle of 
penetration into the body is substantially maintained during operation. U.S. Patent No. 
5.192,271 (Kalb etal.) discloses a device for delivering an injection to a penis, the 

25 device comprising a ring desired to encircle the penis, the ring having one or more 
tubular extensions prou-udkng from the ring such that a hypodermic needle passing 
through the tube and ring is guided to the central erectile tissue. U.S. Patent No. 
5.395,317 (Kambin) provides a method of teang a herniated disc, the method 
including ajig which utilizes substantialLy parallel channels in aug and an original guide 

30 passing through one channel to align subsequent linear devices and direct them toward 
the desired location in relation to the disc. U.S. Patent No. 4.403.987 (Gotlinger) 
discloses an injection aid comprising, in general terms, a hypodermic syringe, an 
angled ramp means, and a base, the base being designed to secure the syringe and slide 
down the ramp means at the prescribed angle to make a desired injection into a limb. 

35 U.S. Patents Nos. 3,324,854 (Reese) and 2.660,169 Aalni) disclose syringe 
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attachments which promlde from the nee&e and of a syiinge and U%ffW the user to guide 
the sytnge’s acedk into a specifle4 upraised portion of sldm Finally, U.S. Patent 

No. $,3.079 (Niethik ci at.) teaches, spring operated injector designed to implant 

objects such as ronsponders used for identifying hogs. The Injector utilizes a 

5 positioning means comprising a pin which is set against a body as a guide for an 

insenion needle to be passed parallel to the pin and into and out of the body. 

While each of these devices provide means for insetting a medical device, such 

as a needle, cannula or rocar, into tissues, none limits the angle of insertion such that 

10 the device or materials they are designed to implant, inject or deposit can be placed only 

at the desired depth underneath and substantially parallel to the surface of the tissue. 

IS in certain medical, veterinary or dental procedures it is necessary to direct an 

insertable, substantially lineor device, such as a cannula, hypodermic needle, trocar, 

catheter, probe, tube, etc., under and substantially panliel to –e surface of a particular 

tissue or overIappirg series of tissues. Examples include subcutaneous hypedennic 

injections and the subcutaneous implantation of solid, time-release medicaments, 

20 including contraceptive implants. Also included are the insenion of rcconsm,cdve or 

cosmetic implants, such as the veterinary implants described in U.S. Patent No, 

4,147,164 (Behney), mentioned above. During these Was of procedures a portion of 

the device is inserted at a particular angle to reach a prescribed location relative to the 

surface of the surrounding tissue. 

25 

In general, the present invention comprises a pcneUation guide to be used in 

conjunction with a device designed to be inserted under a layer of tissue or tissues, 

substantially parallel to the surface of that tissue or tissues, the device having an 

extended, substantially linear portion designed to be inserted into or under the tissue. 

The tissue penetration guide of this invention comprises a svbstanti]lv linear. 

ptefemt lirear, extension of matetiol mricuriecd st’bstai.thfly parallel to, preferably 

parallel to, and separaLed from the extended portion of the device designed to make the 

insertion in question. The guide is designed to remain on or near the surface of tissue 

35 to be entered and guide the insenable portion of the device or instrument to its desired 
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inserted position. Mor particularly, the present invention provides a guiding means 
separated from and substantially parallel to the insenable portion of the dtÆz or 
jnsmsment such thaz the device may be pasted into the tissue only to a certain depth 
and, ifthe instrument is not inserted substarifially parallel to the strface of the tissue it 

5 most be oriented substantially parallel to the surface of the tissue before further forwent 
progress cam be achieved. As this occurs, the amount of ttsit corrtapondhg 10 the 
desired depth passes between We tissue penenation guide and the inimitable portion of 
the instrument in question. It will be understood that the distance between the guide 
and instrtable portion of the instrument will preferably be only that which allows the 

lo tissue to pass between and in close proximity to both the guide and the instrument. In 
cues where the depth of insertion is critical, this distance may be defined such that the 
tissue record touches both the guide and the nsmjment as it passes between then,. 
While some flexibility may be preferable for certain uses where the depth ofinserliOn Of 
the irisenable is not as critical, it is most preferred that the tissue penetration guide be 

15 relatively rigid and inflexible to resnict the motion and insertion of the devices 
insatiable portion to the intended position. 

The penetration guide may have any physical shape which allows the activity 
just described, preferably having dimensions which will not catch, bind or initate the 

20 tissue in question or hinder the intended insertion. These shapes may include, but are 
not limited to. rods Or coturmtar projections. The projections may be designed such 
that, in handful cross-section, they are circular, elliptical, square, rectangular, or any 
other design which does not lead to unwanted effects on the tissue or inhibit the desired 
insertion. 

In another preferred embodiment, the penencion guide does not extend along 
tht �m length of the insertable portion of the instrument. Rather, the most extended 
portion of the instrument projects beyond the guide such that this instrument may create 
an opening in the tissue, or be passed through a pre-existing opening or incision, before 

30 the guide contacts the external surface of the tissue and directs further insertion of the 

instrument 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 tissue penenadon guide by a distance slightly greater than 
the thickness of the tissue in question. Tim; difference in lengths allows the insmlment 

35 to be inserted under the tissue and may act as a lever to lift the tissue from the underside 
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as the inamament is angled for the desired insertion. With the tissue an elevateif the 

instrument may then be inserted with a diminished chance of grasping and tearing or 

ripping the tissue. 

5 For be purposes of this disclosure, the term distal is used to refer to those 

portions of the device normally held away from the operator during use, such as the 

shazpeaed end turn uvcar or hypodermic needle, and proximal refers to those portions 

of the device normally held toward the operatorduring use, 

to In a most preferred embodiment, the present invention comprises a skin 

federation guide to be used in conjunction with a device designed to make 

subcutaneous insertions in a mammal, preferably in a human. In devices of this 

embodiment, the tissue peneiradan guide comprises a subatMdally linear, me 

preferably linear, extension of material maintained paxullel to and separated from the 

15 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 portion of the 

device or instrument to its desired position. Devices of this embodiment include those 

syringes and injectors particularly useful for making subcutaneous injections or 

mplantations of solid medicaments, particularly solid, time-release medicaments, 

20 including contraceptives. It will be understood that the devices in question will have a 

skin penetration guide which is separated from their insenable portions by a distance 

designed to accommodate the passage of skin between them. It is understood that the 

space of this separation will vary from species to species depending upon the thickness 

of animals skin. A space of between 005 and 0,10 inches (125 to 2.5 mm). 

25 preferably about 0.075 inches and about 0.095 inches (I.SR to 2.41 nfl) between the 

penetradon guide and the inse,tablt proton is preferred for devices used to make 

subcutaneous uijecdons or implantations in hums, most preferably a space of 

between about 0.080 inches and about 0.090 inches 2.03 to 2.29 nun). The inserlable 

portions may include, but are not limited to, occurs and the syringe connotes used for 

30 injections, including both sharpened cannulas, such as hypodermic needles, and blunt 

cannulas. 
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Fig. I provides a Cross-sectional side view of all implant injector uduinrig a 
tissue penetration guide of the present invention. 

5 

Fig. 2 provides across-sectionai side mew of the implant irtjcolor of Figure I 
with its trccarinsened through the Slain of an animal. 

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

An embodiment ofthe present invention can be seen in the cross-sectional, side 
15 view of a subcutaneous implantation device utilizing a tissue penetration guide in Fig I 

The implantation device comprises a tubular needle or attached tar (2) secured to the 
device’s body (1) such that a tubu]r channel (3) passes co-axially through them, the 
channel (3) having internal dimensions sufficient to accommodate the passage of a Solid 
colurmiar or cylindrical subcutaneous implant (4). For the purposes of describing Figs. 

20 1-3 herein the tenn ’tocar" is understood to refer to a distally sharpened cannons 
secured by its proximal end to the injector body (I). The Irucar (2) in these figures is 
Intended to remain secured to the devices body and is not left in its inserted position in 
a tissue once the injector body has been removed from its injection or insertion position. 

25 Passage of the implant (4) through the device is facilitated by a standard 
obturator or plunger rod (5-7). A tissue peneation guide (8) of the present invention 
extends from the implantation device’s body (I) substantially parallel to and separated 
from the near (2) by a pre-detemtirted space (9). In the embodiment iflustruest in 
Figure I, the guide (8) does not extend along the full length of the needle or trocar (2). 

30 

In operation, the subcutaneous implantation dev Lc&s frucar is directed toward 
the patients skin with trocar (2) between the skin and the tissue penetration guide. As 
illustrated in Figs. 2 and 3, the ncr (2) is then inserted though the skin (10) at the 
desired location and angled such that its further progress is underneath and substantially 

35 parallel to the surface of the skin (I(1). The penetration guide (8) is oriented relative to 
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the distal end of the u’ocar such that it contacts the external surface of the sldn (10) and 

inhibits further forward progress of the wooar (2) (Figure 2) unless the device is 

brought to a more appropriate angle relative to the skin such that the b’ocar (2) passes 

under and substantially paralkt to the d&t (rn) with the Iayt of skin 00) passing mw 

5 the space (9) separating the guide (8) and the reactor (2) (Figure 3). Passage of the 

wow under the skin (10) creates an opening into which the solid implant (4) can be 

deposited. Deposition is accomplished by grasping the obhsator by its handle (7) or 

rod (5) portions and retaining it in a stable position while withdrawing the injector’s 

ocar (2) from its inserted position. The forward or distal end (6) of the obturator 

10 contacts the implant (4) and maintains it in posian under the skin as be injector is 

withdrawn. 

\kliile Figs. 1-3 illustrate art injector design with a single solid implant (4) 

contained therein, it will be understd that the penetration guide of the present 

15 invention may be used with implantation devices of various body styles designed to 

accommodate a plurality of implants. 

In other embodiments of this invention, the penetration guide extends along the 

cadre length of, or extends beyond, the Insatiable patton of medical instrument. Such 

20 embodiments are particularly useful for insertions in which the insertable portion of the 

device is not required to make the initial puncture through the tissue. They may also be 

preferred for those activities when the depth the inseriable portion is allowed to pass 

10 below the surface dssue is to be particularly limited, 

25 The peneffadon guides of the present invention may be maintained at the desired 

distance from the insertable portion of the device by any means which does not hinder 

the activities of the desired insertion. Preferably, the guide will be coupled directly so 

the device itself and may be releasable, The coupling may accur direct]y to the 

v’sertable

 

percent of Me iTsIrnent. vith the means of coupling sing located 

30 sufficiently from the most extended or distal portion of the instrument to be inserted to 

allow the desired insertion. In many instances it may be preferable to couple the 

penention guide to the insertable portion such that the most proximal or forward 

portion of the coupling means contacts the tissue passing over the insertable portion arid 

pmvents further insertion. In this manner the guide not only prescribes the angle and 
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depth relative to the tissue through which the device coil be inserted, it also determines 
the depth under the tissue to which the insertioc can be accomplished. 

The penetration guide may be narrower or wider than the inserraMe ponion of 
the device. The penetration guide may also be longer or shorter or the same length as 
the devices insertable portion, i.e. in their working orientation the guide may extend 
beyond the insatabic portion, or vice versa. In other embodiments, the most pmsinial 
or teiminal poitions of both may extend substantially the same distance from the 
medical decc. The penetration guide may also be adjustable in length as as to alter the 

is JO 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 

IS that illustrated in Figs. 1-3, it 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, releaaably 
or otherwise, to –e body of the syringe or to the hub bearing the syringes cannula. 
The guide may be coupled to due device at anylocaôon and in any manner which allows 

20 the desired actions and uses of the device. As with the injector body just desmibed, the 
penetration guide can be molded as an extension of the syringe’s cannula hub. 

In other embodiments, it may be preferable to utilize means for adjusting the 

distance by which the penetration guide is separated from the insertable portion of the 

25 instrument or device. Such means may include any design which allows the ponetiadon 
guide to be separated from the insertable portion by set distances or by any distance 
over a specified range. 

The penetration guide may comprise a plurality of substantially parallel 

30 extensions from the housing or body, each substantially parallel to and, preferably, 
equidistant from the insertable portion of medical instrument. Most preferably, the 
penetration guide is a single extension. The penetration guide may also be designed to 

allow only a single distance between itself and the insertable portion of medical 
instrument or the penetadon guide may be adjustable to allow the operator to set the 

35 distance between the two according to the thickness of tissue or tissues in question. 
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The distance or gap between the penendon guide and the inscrutable portion of 

n,cdical inswumenc may be any separating distance which allows the tissue to pass 

between the two and limits the insertion of the insertable Pont of medical htsrmment 

5 to the desired depth under the tissue or tissues. When the ÜSSUC is  human skin and the 

insertion is designed to be subcutaneous deposit, as in the case of depositing solid 

contraceptive implants, his preferred that the penetration guide is separated from the 

insertable portion of medical instrument by a distance of between about 0.075 inches 

and about 0.095 inches (ISS to 2.41 mm), most preferably by a distance of between 

ID about 0,090 inches and about 0.090 inches (2.03 to 2.29 mm), 

It will be understood that the penetration guides of this invention may be made 

from any material sufficiently rigid to accomplish the intended functions. In many 

applications, the material will preferably be a moldable polymer, such as nylon 66 or a 

IS polyacrylic. A clear material, such as a polyacrylic may be advantageous for methods 

in which the ability to view the tissue through the guide is an advantage. If the 

materials are clear, such as with glass or a polyacrylic material, the top and bottom 

surfaces of the penetration guide may be rounded convexly or concavely to alter the 

angle and/or magnification of light passing through the guide. For some procedures, It 

20 may also be desirable to 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 peneUaon of We device. 

S 
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D-1.

 A ponention guide for use in conjunction with a device having a 
substantially linearponion designed for insertion into or under a tissue, the penewadori 

5 guide comprising a substantially linear body maintained parallel to and sepaited from 
the substantially linear portion at a distance sufficient to allow the tissue to pass between 
the penetration guide and the substantially Linear portion and having a length sufficient 
to restrict the insertion of the substantially linear ponion to an angle which directs the 
substantially linear poition to a position under and substantially parallel to the surface of 

ID the tissue, 

2. The peneation guide of Claim I and further including er device wherein 
the de’.ce is a subcutaneous insertion device, the substantially linear portion designed 
for insertion is a tracer or hypodermic needle, and in use the tissue is mammalian skin. 

15 

3 The peneuutior guide of Claim 2 wherein the penetation guide is 
separated in use from the motor or hwodermic needle by a distance of between about 

.25 mm and about 2.5 mm. 

20 4. The penetration guide of Claim 2 wheiin the penetration guide is 
separated in use 1mm the wocar or hypodermic needle by a distance of between about 
1.88 men and about 2.41 rum. 

. . 

The penetration guide of Claim 2 wherein the pencation guide is 
25 separated in use from the cocar or hypodermic needle by a distance of between about 

2.03 one and about 229 mm. 

6. The penetration guide of Claim I wherein the device is a hypodermic 
singe, the substantially linear portion designed for insertion is a syringe cannula, and 

30 the tissue in use is also. 

7. The penetration guide of Claim I further being adjustable in length so as 

to alter the extension of The penetration guide with respect to the length of the inseriable 
position. 

35 
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S. The penetration guide of Claim I further having means for adjusting 

the distance separating the penetration guide from the substantially linear potion. 

9. The penelnon guide of Claim I wherein the pene’adon guide is 

5 releasable from the device. 

’U. A penetration guide for use in conjunction with a device having a 

cannula designed for subcutaneous insertion under skin, the penetatlon guide 

comprising a substantially liner body maintained in use parallel to and separated from 

AU the cannula at a distance sufficient to allow the skin above the insertion to pass between 

and in close proximity to the penetration guide and the cannula, the penetration guide 

further having a length sufficient to restrict the insertion of the cannula in use to an 

angle which directs the caroms to a desired subcutaneous position. 

15 It, The penetration guide of Claim ID wherein the device is a subcutaneous 

solid implant injector. 

2. The penetration guide of Claim tO wherein the penetration guide is 

separated in use from the wooer or hypodermic needle by a distance of between about 

20 1.25 min and about 2.5 mm, 

13. The penetration guide of Claim 10 wherein the penetration guide is 

separated from the cannula by a distance of between about 1.88 men and about 2,41 

25 
14. The penetration guide of Claim 10 wherein the penetration guide is 

separated in use from the cannula by a distance of between about 2.03 Inn and about 

2.29 mm. 

30 15. The penetration guide of Claim 10 and further including a desce 

wherein the device is a hypodermic swinge. 
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Coma resultado del examen de fondo, realizado con fundamento an el arliculo 45 
S Is OecisiOn 486 do is Comisan de la Comunidad Andina, Se comunica: 

1. Documentos estudiados 

DesoriDciOn: Folios: 28 a 46 Coma Se radico iniolairnente. 

Reivindicaciones: Folios: 93 a 95 Modificacian radicada inicial, 

Dibulos: Folios: 48 a 51 Como as radico inicialmente. 

Prinridad: Folios: 1 (EP) 2005-051004190 (2005/01/24). 

2. ObJeto de la inversion 

Titijlo do la invencion: "APLICADOR PARA INSERIAR UN IMPLANTE". 
(Folio 1). 

Problems TØcnico Planteado: 

� Evitar sands 0 llegar a estropear un implants de una sustancia active al 
rnamento de insertarlo debajo de Is piel de un ser humane a animal. 

� Garantizar el aseguramiento de un implants de una sustancia active an 
un aplicador. den%ro S una cØnula 

v 

su cortespondiente soporte S 
canLjla cuando diollo aplicador no Se esle operando, a cuarido Se esle 
manipulando antes do insertar dicho implants debajo do Is piel. 

� Facilitar Is manipulaciOn 
y 

operación de un aplicador para inserlar un 
implants debajo de la pie[ de un 5cr huniano o animal! sin qua este 
implants sufra algn daft al moments do insertarlo. 



Sojucion 

� La soluciÆn a los problernas teonicos planteados as proporcionar Un 
aplicador pars inserter un implante, an deride dicho implants tieno una 
forms de barra quo contiene una substance active, Is cual as insertado 
debajo fa piel do tin ser humane a animal, este aplcador cuerita can tin 
alojamiento, una canuLa, Un soporte do cAnula, una cubierta do 
protectors pars Is canula, y on mecanismo qua despues de remover Is 
cubierta do Is cnuIa asegura of implants dentro do Is candle y por 
ende so asegura a su vez a su soporte do oanula, asimismo dicho 
mocanismo desengancha of implants durante Is insercian do Is canula 
o despues de inserter Is cØnula debajo de Is piel del ser bumano a 
arilmal, an donde no so aplica 0 50 ejerce substancialrnente ninguna 
fuerza duranle La expulsiOn del implants do Is cØnula. 

lPC: A61M37/00. 

3. Analisis do Is solicitud de Patente Reivindicaciones 

(artIculo 300 486, Art 22 POT). 

Claridad: 

So le sugiere al solicitante 
presenter una nueva y unda reiviridicacian 

independiente No .1! quo contenga an el preÆmbulo Ins elenientos 
conocidos an el estado do Is tecnica yen Is parte caraoterizadora presenter 
Ids elementos y10 caracterlsticas novedosas e inventivas quo lo bacon 
diforente del estado do Is tecnica. 

Se le rocuerda al solicitante qua an Is 
roivindioacion indopendionto, Is parte 

caracterizadora, quo sues seguir al preambulo precodida por Is frase 
caracterizado por’ recoge las oaractertsticas tØcnicas quo van racer 

protegidas 
y 

quo constituyen Is novedad frente al objeto conocido del 
estado do Is tecnica. 

En Is roivindicacian dependiente No .3, oxpone "ci ancho do to manija (IS) 
so increments an aria direcciOn /ejos S is cØnula (5)", so evidence quo 
eels ancho do Is manhja no as Clara debido a quo segn como esta 

redactada 

no 
reference do manors corrects esta dimonsiOn y tampoco con 

a qua direccion y con respecto a qiion ye one "ales do Is cAnt/a (6)’ no 
as una referencia adecuada 

Se Is sugars redactar nuevamonto esta roivindicacion, colocando vel ancho 
de Is man Us (15)’de manes clara, 

y 

poder 
comprender con respecto a qua 

objeto Se esta referenciando esta dimension. � 

En Is reivindicaciOn 
dopondionto No.4, so oxponon Ids olemontos 

"superfício superior do Is manila (15)" 
y ’resto de is carcass (15 Be 

evidence quo tal 
y 

como esta rodactado ostos 
elemontos croa confusion, 

debido a quo segªn Is  descripciOn of nmero do roferencia (IS) pertenoce 
Unicamente ala &mana! 

Se Ic sugiore or solicitante one rodacte esta reivindioaciOn, colooando do 
r,lariera clara 

y 

corrects el nUmero do reference (15) al elemento ’manda". 



guardanda correspondencia con Is descripciôn, las figures 0 dibLijos 
riche capitulo reivindicatorlo. 

� En Is reivindicacion dependiente No 5, tal y come esta redactada presents 
faFencias an su cohesiOn, colierencia y adernas crea contusiOn, debido a 
due no so flene una secuencia lôgica de coma interactLian entre si las 
caraceristioas teonicas particulares qua Se esta ilustrando, ademas no 
hone una secuenois lOgica en describir y conectar dichas caracteristicas 
particulares y no Se alcanza a comprender lo qua expone esta 
reivindicacion. 

Be Is sugiero al solicitante redactor nuevamente esta reivir,dioaoibn 
dependiente No 5, colocandola de rnanera coberente y Clara desoribiendo 
de manera logics aides las caracteristicas tØcnicas particulares y Coma 
interactUan entre sI, con el objetivo de analizar, comprender y distinguir 
mejor sus caracteristics particulates que Is componen y qua Be dosean 
proteger. 

� En los siguientes grupos de reivindicaciones, as evidencia qua ilustran 
elementos, oaracteristicas, coniponentes 0 tØrminos, qua no son claros, no 
Se definen de manners especifica y concrete a qua elementos Se estthn 
refiriendo yin cijajes elementos pertenecen, as 

� No .1. �’spacLa" 
� No .8. Guias". 
� No.11. "Aplicador’Carcass’ . !;CanuI!! ’ExtensiOn’ 

� No 11 Mature pars asir". 
� No.14 y 15. RemociOn accidental del rnismo’. 
� No.14. ’lmpIante" "Canula. 
� No.15. ’Implants’  "Protuberancia’ 
� No 16. ’Saporte de cariula", ’Barra" "Carcasa" 
� No 16. "Forms parcial Contra Is cÆnula’, "Actuador’ 

Se Is sugars at solicitante qua aclare de frianera especifica y concrete a 
qua elementos, esracteristloas, componerites 0 terminos, as esta retiriendo, 
y ademØs coloque al frente de Is caracteristica a del eleniento, el numero 
de referenda guardando correspondence con el capitulo descriptivo, las 
graficas 0 dlbujos y diobo capitulo reivindicatorio, con at objetivo de 
coniprender mejor Is invencion at niomento de hacer el analisis y distinguir 
los elementos de dioha irwonciOn. 

� En Is reivindicacion independents No 11, as evidencia quo expone �1 
rnismo contenido qua as describe an Is reivindicacion indepondiente No .1! 
exponent similares caracteristicas de Is invenciôn, tamblen as observe qua 
sin preÆrnbu!o as encuentra ma) lormuiado, dobido a gue 10 59 esta 
relacionando con el titulo nicial S Is solicitud an estudlo y solo SB presents 
on combinaciOn, tin implante pars set rnsertado debajo do Is piet de un 
humano o animal’  

Be Ic sugiere at solicitante qua unifique esta reivindicaciOn con Is 
reivindioacian No.1 y per once elimine esta reivindicacian. 

� En Is reivindicacion dependiente No 12, expone ’ci ancho da is man/ia 
cone an santido confrario al d& Is oanaia’c as evidencia qua este anoho de 
Is manija no as clara, debido a due segun comb esta redactada no 
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referencis do manera corrects esta dimension 

y 

no $e comprende, 
adernÆs exponen sirnilares caracteristicas do Is reivindiosciOn No.3. 

En esta reivindicaciOn dependiente No 12  expone supetficies lateraIes 
estas caracteristices no son claras 

y edemas 10 estan soportadas an Is 
descripcion 

y no aparecen coma una caracteristica an Is manila (15). 

Se Is sugiere si solicitante qua suprima 0 elirnine esta reivindicacion. 

En Is reivindioaoiOn dependiente No 13, expone ia resistencia ala flex/On 
do Is manUa as superior aide la canuIa as evidencia que segUn coma 
esta redactada esta exponiendo Un resultado a alcanzar 0 ventaja a dual 
noes one caracteristica tØcnica particular do Is invenciOn. 

8� Is sugiere ci solicitante quo suprima 0 elimine esta r&vindicaciOn. 

Se Ic recuerda al solicitante quo las reivindicaciones deben definir Is 
invencion par sLiS caracteristicas esenciales estructurales 0 funcionales, 
par lo tanto los resultados a alcsnzar no son osracteristicas tecnicas do Is 
invencjon. 

� En Ia reivindjcaoan dependiente No 14, no as oaro 
y 

no as sabe a quo 
esta rofiriendo donde dice . . ...y so asegura contra Is remociOn 

accidental 

dot mismo 

Se Is sugiere qua redacte nuevamonte esta reivindicacion aclarando 
y 

so ssegura contra Is remociOn accidental deimisrnc’. � 

En ]as siguientes grupos de reivindicaciones dpendientes Se evidence 
qua tel coma estan reivindicadas, exponen Si mismo contenido a son 
similares, asi: 

� Preambulo No.1 
y 

No.18 
� No .5 

y 

No 16  
� 

4o.7 No.17. 

Se Is sugiere al solicitante quo unifique squelras reivindicaciones 
dependientes quo exponen el mismo a similar contenido. 

� En Is reivindicciOn dependiente No.20. as evidence due as una 
compilaciOn de Pas reivindicaciones No .1 

y 

Is No 11, 

Se le sugiere al solicitante quo suprima o elirnine esta reivindicaoiOn. 

�

 

In el capitulo reivjndicatorio an las reivindicaciones No 11 a 20 tanto 
independents coma dependientes Se evidencia qua sus preambulos esta 
maP tormulados debido a qua nose esta relacionando con el titulo inicial de 
Ia solicitud an esudio 

y 

solo se presents unto combiriacidn. 

Se Is sugiere redactor nuevamente este capitulo reivindicatorlo, colocando 
an todas sus reivindicaciones dependientes de rnanera clara 

y oorrecta sus 
preÆmbulos direccionado al titulo do Is solicitud an estudio. 



Se le Sugiere al solicitarite que al presenter el rluevo capitulo 
reivindicatorio coloque Los nombres de los elementos y/o componentes 
correotos guardando correspondencia con los elementos y10 componentes 
que Se describen en el capitulo descriptive. 

Se Is suoero at sotic/tante, pus en 9/ oałitufo re/v/r,d/catoho O&OaU9 lo2 

nUmems do reforencia at [rents cM lodos los componentes y/o s/amen/os 
pue hacen pails 0 conforraan ía invencon, guardando una correspondencia 
entre las graticas y/o dibujos, of capitulo descriptivo y diclia capitulo 
reivindicatorlo, con el objetivo de comprender moor Is invención al 
momento de bacer el analisis, y a su vez distinguir las elementos de cliche 
invenciOn. 

4. Determinacian del Estado de Is Tecnica 

Teniendo on cuenta que Is fecha de prioridad de Is solicitud es del 24 de Enero 
del 2005! 55 ericontro of siguiente documento que bace parte del estado de Is 
teonica: 

! 

Fhd 
N° Documents TItulo 
b10

 

WO9813O92 TISSUE PENETRATIONGUIDE 02/04/1998 

EL documents 
ci 

W09813092 ilustra one gula de penetracion de piel, of oual 
Cone una IjrnjtaoiOn de movimiento dentro de una canula quo Se emplea pare 
insertar urn inico implants solido debajo y sustancialmente paralelo a Is 
superficie de Is piel o en superposicion de nianera que Is inseroion del implants 
Se realize a Is profundidad deseada. (Ver ’Abstract’ Hoja I a II (ver folios 98 
a 104’y las ’figures No.1 a 3). 

S. AnÆlisis de Pateritabilidad (Art 14 D486): 

Novedad (Art 16 D486) 

1. AnÆlisis de Is reivindicaciOn No .1. 

Al compeer Is reivindioación No .1 de Is sohoitud en estudio, con las 
caracteriticas tecriicas del documento Dl W09813092, Se observe que Dl 
contiene todas las caracteristicas tecnicas esenciales de Is reivindicacion No 1, 
conio so muestra en Is siguierite table, 551: 
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Table. 

ESTUDIO DE NOVEDAD 

Caracteristicas esonciales de Is 
Solicitud an estudio Dl W09813092 

LOS fl?eSQ a aere erm a ersrep are eiS ad rrpord 71-07 
d )CUsperf C Dl 

Apicador f 1) Para insertar un irrplante una gula are penetración de p[, 

en pariouIar on irrIante similar a care (4) que 

an partuIr on irqjlante sirTilar a barra (2) 
contiene una sustancia aotra, bjo ’a pie’ 

que coritr1� una sustancia acta, bajo b 
(I1SSUE SKIN) de un hirepeno C aninI que 

pie’ de on hu(lno 0 aninal, que coripreride 
conscience one carcass (I) un canub (2) que 

una carcass (3) Un canula (6) que Se 
Sc extiende desde a carcass (1). use rrmnva 

xtiece desd I cTtasa ), y una rrani) (B) Para agarrar 
y 

nwncbrar el aplicador 
y 

(15) pr  8garrar 
y 

rraniobrar S aphicador 
canula (2) durante la insercion de un irrçbnte 

(I) 
y 

Is oan)Ia (6) durarite Is insercion de on 
ftipInte (2), 

(Fl 98 pli  F! 101 pana 
& 

fin 148 3 
F/I CI pag?na 7, fm I a II P1102 t/n II a 21. 

Ft 103 orders No.I a l& fig I a 3). 

crscerado en que I@ r,wria (8) Se exifende a 

caracIerado an que Ia proms IS) as 
largo 

y Se espacia desde is "nos parte de Is  

exriende a 10 largo 
y 

Se espacia desde a’ 
lorigitud de Is canula (2), al nnos duranle Is 

or parte de Is lonflud de Is cariula (6, al 
insercr1 de Is cartula 

(2)mernoss 

. 

durante Ia insercion de ra rianula(H 98 ’AbsIr&cr. Ff101 pegina 6, nor 14 a 35, 
Fl 101 nagina 7 i tall, in 102 fin 11 a 21. 

El 103 GtiIns No .1 a 15, fig I a 3). 

2. Efeotuada a comparacion de eteniento nor eleriiento de Is anterior tabla, 
as dernuestra que las caracteristicas tecriicas esericIes de Is 
reivindicaoiôn No .1, as encuentran reveladas an el anteoedente Dl 
ademas sus r&vindicaciories dependieres 2 a 10, no ensenn 
caracteristicas tØcnicas qua harden que Is invencion sea nueva, 

En conclusion el objeto de Is invencion de Is solicitud en estudlo, no es 
nuerva y no cumple con el articulo 16 de Is decision 486, 

6. Conclusion: 

Los requisitos de patentabi!idad de Is Presenter solicitud Se encuentran afeotados 
asi: 

No Documento If Reivindicaciones Afoctadas fb181t0 quo 
Afecta I I____________ 

Dl Wo981 3Q92 I a 10 Novedad 



En oumplimiento del articulo 45 de la Decision 486 de la Cameron de la 
Comunidad Andina, Se le indica quo debe dar respuesta dentro del termino de 
sesenta dias contados a partir de la fecha de notificacion de la presente 
con,unIcacIan. En case de no dar respuesta at presente requerirniento, 0 Si a 
poser de la respuesta subsistieran Los inipedimentos para la concesian, Se 
denegara la patente. 

Notifiquese el presente ofioio contorme a La dispuesto on & numeral 5.2 literal 0), 
del oapltulo quinto del titulo primero de Ia circular ünica. No. 10 del 2001. 

JOSE LUIS TALAZAR LOPEZ 
Director de Nuevas Creaciones (E) 

El anterior requerimiento tue notificado nor fijaoion an lista, do feoba 

CONCEPTO TECNICO EXAMINADOR TECNICO 
Numero: 3951 COdigo No, 202072 

El 


