TRANSLATION

(19) Japan Patent Office (JP) (12) Published Patent Gazette (A) (11) Patent Application Publication
No.H5-285127

(43) Publication Date: Nov.2,1993

51) Int. CI.5 (Identification symbol Office Reference No.  FI Technical Indication Location
A61B 5/14 300 D 8932—4C

Request for Examination: Not requested Number of Claims: 3 (Total pages: 9)

(21) Application No. H4-95188 (71) Applicant: 591096406
Asabhi Polyslider Co., Ltd.
(22) Application Date: April 15, 1992 860-2 Oaza Misaki, Kuse-cho,
Maniwa-gun, Okayama Prefecture
(72) Inventor: Iku Morita

Asahi Polyslider Co.

4-3-4 Nishi Awaiji,
Higashiyodogawa-ku, Osaka-shi,
Osaka

(74) Patent Shigeru Aoyama (and 2 others)
Attorneys:

(54) Title of Invention: Lancet

(57) Summary:

Purpose: To provide a lancet which is easy to use, free
from hygienic problems such as infection during blood
collection, and also free from safety problems during
disposal after blood collection.

Constitution: The lancet comprises a lancet body which
has a protruding needle, a needle tip protection part into
which the protruding needle is inserted, a platform part that
presses against the site to be pierced with the needle tip,
and an end cap connection part that can be fitted to the
end of the end cap of the finger-pricking device. The lancet
body is adjacent to the needle tip protection part, the
platform part is adjacent to the end cap connection part,
and the end of the lancet body part that has the needle tip
part can be fitted into the platform part after use.
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[Claims] [0005] The lancet 1 shown in Figure 1 consists of a
[Claim 1] A lancet, comprising a lancet body having a Igncet body part 5_ with a protruding. needle part 3 that
protruding needle tip part, a needle tip protection part into pierces the fingertip and a needle tip protection part 7
which the protruding needle tip part is inserted, a that protgcts the_protrudlng needle and shields it from the
platform part that presses against the site to be pierced surrounding environment. The lancet body part 5 and the
with the needle tip, and an end cap connection part that needle tip protection part 7 are made by molding them as
can be attached to the end part of the end cap of a one piece using plastic. The protruding needle part 3 is
finger-pricking device; the lancet body is adjacent to the 10 |nserted. into the needle tip protection part and shielded
needle tip protection part and the platform part is by plastic.
adjacent to the end cap connection part, so that the end [0006] The lancet body 5 and the needle tip protection
part of the lancet body part which has the needle tip part part 7 can be separated by twisting (twist-off) at the time
can be fitted into the platform part after use. of use, and the separated lancet body 5 is fixed to the
[Claim 2] A lancet according to Claim 1, wherein the lancet mounting part 13 of the finger-pricking device 11.
lancet body part is adjacent to the needle tip protection The lancet mounting part 13 is connected to a spring
part of the protective platform and is connected to the mechanism (not shown), for example, and the spring can
lancet body part in a state in which it is detachable by be locked in a compressed state by a suitable means.
hand. After the lancet body 5 is attached to the body of the
Claim 31 A d f fi _oricking device havi 20 finger-pricking device, the end cap 15 is attached to the
[Claim 3] An end cap for a finger-pricking device aving body of the finger-pricking device, a fingertip 17 is placed
an .end pgrt that_ can be _attached to a cpmmermally on the platform part 19 at the tip of the end cap 15, which
available flrlger-prlrc;k|?gt;hd<=.;V|ce ?nd tt:_at flt:mtgl the ;and is attached to the finger-pricking device, and the finger is
gap connection part of the lancet mentioned in Claim 1 or pressed down.

. - . [0007] In this state, by releasing the compressed state of
[Detailed Description of the Invention] the locked spring, the spring recovers, the lancet body 5
[0001] moves instantly toward the end of the end cap 15 (in the
[Field of Industrial Application] The present invention direction of the arrow), and the fingertip 17 pressed
relates to a blood collection lancet, in particular, a lancet 309 against the end cap 15 is pierced. A wound is formed on
for pen-type finger-pricking devices. the fingertip when the needle part 3 pierces the fingertip
[0002] and blood from the wound is collected for various tests.

. Figure 2 shows a schematic of the state in which the
[Conventional Technology] In recent years, the number needle part 3 of the lancet body 5 pierces the fingertip.
of diabetic patients has been increasing worldwide, and
governments and various organizations have been [0008]
focusing on the early detection of diabetes. Early [Problems to be Solved by the Invention] In the case of
detection requires a test to measure glucose levels in the blood collection using a lancet with a finger-pricking
blood. Rapid advances in electronic technology in recent device as described above, the lancet body 5 is replaced
years have made blood testing equipment and reagents every time blood is collected, but the end cap 15 of the
(for obtaining information on diabetes and other finger-pricking device is not replaced. As shown in Figure
diseases) more compact, simpler, and more inexpensive, 40 2, this end cap is in direct contact with the blood
making it easier for the average home user to test blood collector's skin. When the fingertip is removed from the
glucose levels easily at home. To do this, the blood to be end cap, there is a very large possibility that some of the
tested must be collected, which is very difficult for collector’s blood may adhere to the end cap, especially
persons to do by themselves from the earlobe, and the the platform part. A hole through which the needle
blood is generally collected from a fingertip. passes is made in the platform part 19, and if the
[0003] Finger-pricking devices are widely used in diamgter of this hole is sm.all, _the possibility of blood
hospitals and homes to collect blood from fingertips. The adhering to the platform part is still greater.
finger-pricking device requires the use of a disposable [0009] When another blood-collecting person uses the
lancet with a needle part that pierces the fingertip, and same finger-prick device, if the lancet body is used by
various types of lancets have been proposed. replacing only the lancet body without disinfecting the
0004] Lancets of this type are commercially available, platform part 19 of the end cap, there is a very large
#or egample, from Baye};p(Germany), Miles B(IUSA), and possibility that the wognd crea.ted by the puncture of the
Lifescan (USA). Figure 1 and Figure 2 show 50 Icz)after blood collector will come into contact with the blood

schematically a lancet 1 used in a finger-pricking device
and a finger-pricking device 11, respectively. The general
method of using such a lancet is explained by referring to
Figure 1 and Figure 2.
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the previous blood collector. If the previous blood [0014] In the lancet of the present invention, the needle
collector is a carrier of AIDS, hepatitis B, etc., the used is one that pierces the site of blood collection of the
probability that a subsequent blood sample collector will person whose blood is to be collected and forms a
be infected with these diseases will be high. Therefore, wound from which the blood to be collected bleeds. A
extreme care must be taken when using a finger-pricking needle similar to those used so far for lancets to be
device. In addition, blood from a previous blood collector attached to commonly used finger-pricking devices is
may be mixed in with the blood collected, and accurate sufficient, and may be a needle with a pointed head,
test results may not be obtained. such as that described in Unexamined Patent Application
[0010] It can be thought that the end cap of the finger- S60-63040. 'I_'he lancet body is a compongnt that holdg at
pricking device may be changed after each blood draw to 10 least the apical part of such a needle in a protruding
prevent the infection mentioned above. For example, a position, and the degree of protrusion of the needle can
blood collection device is described in JP H3-30757 in be selected as appropriate for the intended use of the
which a lancet is pre-assembled in an end cap during lancet.
manufacturing at a factory, and the end cap with the [0015]
lancet body is replaced after each blood collection is The lancet body also has a fixing means that cooperates
made. For example, this is commercially available from with the lancet fixing means of the lancet mounting part
M|Igs (USA). However, thIS.IS undesirable b_ecause such of a commercially available finger-pricking device,
devices are more expensive than replacing only the preferably at or near the end opposite the end from which
lancet, placing an extra financial burden on the user. the needle protrudes, to secure the lancet to the device.
[0011] Furthermore, if the finger-pricking device as 20 The fixation of the lancet body to the finger-pricking
shown in Figure 2 is used, the end cap 15 is removed to device usually makes a press fit possible, so the lancet
expose the lancet body 5 after blood collection, and the body does not need to have a special means, and the
lancet fixing means of the lancet attachment part 13 is dimensional relationship between the end of the lancet
released to remove the lancet body 5 by hand. At this body and the lancet mounting part of the finger-pricking
time, the needle tip 3 of the lancet body 5 is exposed, so device is such that it is press-fit capable.
the needle may stick into the person trying to remove th_e [0016] The platform protection part of the present
lancet body or the person may touch the wound. In this invention consists of essentially three parts: a needle tip
case, since the blood of the person whose blood is protection part, a platform part, and an end cap
collected adheres to the needlt_a tip gf the lancet, if the connection part. The needle tip protection part is
person whose blood sample is being taken and the 30 designed to protect the needle tip part protruding from
person who removes the lancet body are different (as in the lancet body mechanically by inserting the needle tip
a hospital test, for example), problems such as viral into this part and shielding it. That is, it is a part that
infection arise, as was dgscrlbed egrher. In add|t|qn, if a functions to keep the needle tip in a sterilized state
lancet with blood on it is to be disposed of as-is, the during lancet manufacturing, preventing mechanical
needle tip may come into contact with someone during damage to the needle tip and protecting the needle tip
the disposal process, and this is a problem as well. from contamination by viruses, etc.
[0012] [0017] Thus, the needle tip protection part should have a
[Means for Solving the Problems] In view of the problems space (hollow passage) with a circular cross section
of the conventional technology described above, the having, for example, a length at least equal to the length
problems which the present invention seeks to solve are of the needle tip part protruding from the lancet body and
to provide a lancet that is easy to use, does not cause 40 a diameter at least equal to the largest diameter of the
hygienic problems such as infection during blood radial cross section of the needle tip part. This space is
collection, and solves the problem of safety when sufficient if the needle tip part can be held tightly within it
disposing of the lancet after blood collection. or with some gap maintained with the wall of the passage,
[0013] and the cross-sectional shape of the passage
. (perpendicular to the longitudinal direction of the needle)
L,tol\\’/V:c? Jounq thatl abO\;e—descrllb_ed prlobler?sb czjanthbet is not particularly limited. For example, only the base of
y using a fancet comprising a fancet body tha the protruding needle tip part is tightly engaged with the
has a protruding neggile tip part and a net_adle tip needle tip protection part, at which point the needle tip is
protect|_ve part comprnising a negdle t'P pr_otgctlon part shielded and the lancet body and protection platform are
into which the prqtrudlng. needle tip portion is |nsgrtgd, a connected. Alternatively, it is also possible to adopt a
p!atform part against which the part the ngedle tip IS to situation in which virtually all the space is occupied by
pierce is pressed, and an end cap connection part which the needle tio part
can be fitted to the end of the end cap of a finger-pricking P part.
device. The lancet body is adjacent to the needle tip [0018] The platform part of the lancet of the present
protection part, the platform part is adjacent to the end 50 invention serves as a platform to press against the site of

cap connection part, and the end of the lancet body part
that has the needle tip part can be fitted into the platform
part after use.

the blood collection, e.g., the fingertip, during blood
collection. It is further preferable for the platform part to
have the
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function of allowing pressure to be exerted around the thereby preventing blood from unnecessarily adhering in
blood collection site by pressing the blood collection site various places, and the possibility of infection is reduced
against the platform part, thus causing the blood by 10 layers. This reduces the possibility of infection still
collection site to bulge at least slightly toward the lancet more.
being ejected. The shape of the platform part is not [0023] In the lancet of the present invention, the lancet
particularly limited. Generally, a cylindrical form with the body and the protective platform are preferably integrally
central axis in the direction of needle ejection is molded from a plastic. This one-piece molding produces
preferable. complete shielding of the needle tip part and facilitates
[0019] The end cap connection part of the lancet of the twist-off detaching of the connection between the lancet
present invention is adjacent to the platform part in the 10 body and the protective platform. Alternatively, the lancet
direction of the needle ejection and preferably has an body and protective platform can be manufactured
inside diameter larger than the inside diameter of the separately and connected, e.g., glued or welded.
platform part, so that it can be tightly fitted (e.g., a tight fit [0024] In the present invention, the end cap connection
such as a snap fit or press fit) to the end of the end cap part of the lancet can be made of various shapes and
of a commercially available pen-type finger-pricking dimensions to fit snugly into the end caps of various
device. commercially available pen-type finger-pricking devices
[0020] After the blood collection, the platform part can be used, thereby allowing the lancet of the present invention
held tightly by inserting the lancet body part from the to be used as-is with commercially available finger-
opposite direction of the end cap connection part, e.g., by pricking devices. Alternatively, it is possible to
a tight fit. In this case, the needle tip is toward the end 20 manufacture another end cap that has an end part
cap connection part, and the height of the end cap compatible with the lancet of the invention but can be
connection part is high enough and the diameter of the attached to the device body in place of the end cap
opening is not large enough for the fingertip to enter, so supplied with a commercially available finger-pricking
there is no possibility of the finger touching the needle tip device, replacing the end cap of the commercially
that protrudes into the end cap part. Therefore, disposal available device.
with the lancet body inserted into the platform part does [0025] Considering that end caps are for long-term use
not pose a health and safety problem of infection, as and lancets are for disposable use, it is more cost-
described earlier. effective to manufacture and supply (several types of)
[0021] In a particularly preferred form of the invention, semi-permanent end caps that have ends that fit (one
the inner diameter of the junction between the end cap 30 type of) lancet and can be attached to commercial finger-
connection part and the platform part is substantially pricking devices than to prepare various lancets with end
smaller than the outer diameter of the (needle protruding) cap connections that fit various devices on the market.
end of the lancet body. When the lancet body is ejected That is, since the number of lancets consumed is
during blood collection, the end face of the lancet body, overwhelmingly larger than the number of end caps, it is
with the needle tip part protruding, does not go beyond cost-effective to allow the same lancet to be used for a
this joint into the platform part. Here, the terms "inner variety of devices.
diameter of the joint" or "outer diameter of thellgncgt [0026] Thus, in another summary, the present invention
body" do not mean that the lancet body or the joint is provides an end cap that has an end that fits the lancet of
always circular in the cross-section perpendicular to the the present invention described earlier and can be
needle. For example, the lancet body may be surrounded 40 attached to commercial finger-pricking devices. It is
by arrow feathers or fins. If the cross section is not sufficient for the end cap of the invention to be able to fit
circular, the “diameter of the circumscribed circle of the tightly into one end of the end cap connection part of the
cross section of the lancet body” is used to mean the lancet described earlier, and to attach to the device by a
diameter of the inscribed circle of the joint. suitable means that works with the means of attaching
[0022] The height of the platform part (the length in the the end caps of commercially available pen-type finger-
direction parallel to the needle) should be such that the pricking devices. Moreover, the end face of the end cap,
blood collection site does not reach the junction part which fits the end cap connection part of the lancet of the
even when the blood collection site is pressed against present invention, must have a hole through which the
the platform. This avoids the end part of the lancet body needle tip part protruding from the lancet body passes, at
coming into contact with the site of the blood collection, 50 least. The diameter of the hole must be at least the

so that blood from the person being collected does not
adhere to the end of the lancet body. Therefore, the only
area where blood may adhere is at the needle tip,

maximum diameter of the needle tip part and is generally
substantially equal to the diameter of the hole in the joint
of the lancet.
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[0027] Furthermore, if the inner diameter of this hole in device, allowing the end cap connection part to be tightly
the end cap is smaller than the outer diameter of the fitted, e.g., force-fitted, into the end of the end cap.
lancet body, the lancet body will be stopped against the [0031] The height H1 of the platform part is long enough
end face of the end cap when the lancet body is ejected. to prevent the blood collection site pressed against the
Therefore, the degree to which the needle penetrates the platform part from coming into contact with the end of the
blood collection site can be controlled by changing the lancet body, which is stopped at the joint 35. Furthermore,
wall thickness of the end face (in the direction along the the height H2 of the end cap connection part is such that,
needle). If the inner diameter of the hole at the end of the when the end of the lancet body 23 (on the side from
end cap is larger than the outer diameter of the end of which the needle protrudes) is inserted into the platform
the lancet body, the lancet body is stopped at the joint of 45 part 29, the fingertip does not touch the needle tip when
the protective platform. In this case, the degree of pressed against the opening of the end cap part
penetration can be controlled by similarly changing the (opposite the connection part 35).
wall thickness of t.he Jomt.. [0032] The lancet of the present invention can be molded
[0028] Any plastic material may be used to make the into various dimensions, depending on the purpose of
lancet and end cap of the invention, as long as the use, such as the volume of blood collected, the user, and
material does not interfere with the purpose of testing the degree of penetration, but the lancet 21 of one
collected blood. Usually, for ease of molding, particularly preferred embodiment of the present
?oI){ﬁthi/lenetor pglﬁ)éospyler)e, for ei(artnple, c?n tt)t? useg invention has the following dimensions:
or the lancet, an resin or polystyrene for the en . ) .
cap. The needle used in the lancet is not particularly 5 pro]tcrudg}g Onéasedle _20' outer diameter 0.55-0.88 mm,
limited either, and the material, shape and dimensions preterably ©.6o mm,
can be selected as are suitable for the purpose. lancet body 23: 4—7 mm wide, preferably a maximum of
Generally, needles made of stainless steel (SUS304, 6.5 mm, and 19-22 mm long, preferable 20 mm;
SUS316, etc.,) are desirable. needle tip protection part 27: the body shape is the same
[0029] Next, Figures 3 and 4 illustrate one specific as the lancet body and 5.5-8 mm long, preferably 6.2
example of the lancet of the invention in more detail. mm;
Figure 3 is a schematic side view of the lancet of the platform part 29: outer diameter 7-9 mm, preferably 7.6
invention and Figure 4 is a schematic bottom view of the mm; inner diameter 57 mm, preferably 6.4 mm; height
lancet of the invention. The lancet 21 of the present 2-3.5 mm, preferable 2.6 mm;
invention comprises a lancet body 23 with a protruding ; . ; _
needle 20 and a protective platform 25 adjacent to it. The 30 Ep:}e(;:&ycoqudl?gm?a?ng;é o;t;;g[srm%t%r_? 1 _152 mm
protective platform 25 also includes a needle tip preferably 9.2 mm; hei,ght 6-15 mm, preferably 9 mm: ’
protection part 27 with a space for the protruding needle )
20, a platform part 29 that presses against the blood out_er diameter D1 of the end of the lancet body 23 from
collection site, and an end cap connection part 31 that which the needle protrudes: 47 mm, preferably 6.5 mm;
fits into the end cap of the finger-pricking device. As inner diameter D2 of platform part 29: 4-7 mm,
shown in the figures, the lancet body 23 is adjacent to preferably 6.4 mm;
the needle tip protection part 27 of the protection platform inner diameter D3 of joint part 35 with 31: 2—4 mm,
25 and is preferably connected in a state which can be preferably 3 mm;
s?fparated .by hand 33, e.g., a state that enables a twist- 40 inner diameter D4 of end cap connection part: 8.5-11.5
off separation. mm, preferably 9.2 mm;
[0030] As shovyn in Figure 3, the outer diameter D1 of the outer diameter of the end of the end cap of the finger-
end from_ which th‘? needle 23 of.the Ia_ncet body pricking device: 8.5 to 11.5 mm, preferably 9.2 mm
protrudes is substantially equal to the inner diameter D2 ]
of the platform part 29, allowing the lancet body 23 to be platform part height H1: 2-3.5 mm, preferably 2.6 mm;
fitted tightly into the platform part 29. The outer diameter height of the end cap connection part H2: 6-15 mm,
D1 is larger than the inner diameter D3 of the junction preferably 9 mm
part 35 between the platform part 29 and the end cap [0033] Next, an example of the use of the lancet of the
connection part 31, so that !f the diameter of the hole in present invention is described with reference to Figures
the end face of the end cap is large, the end of the lancet 55 5 13 \When the blood is collected, the end of the lancet

body 23 does not go beyond the junction part and into
the platform part 29 when the lancet body is ejected.
Furthermore, the inside diameter D4 of the end cap
connection part is substantially equal to the outside
diameter of the end of the end cap of the finger-pricking

body 23 without the protruding needle 37 is fixed to the
lancet attachment part 41 of a pen-type finger-pricking
device body 39, and the spring (not shown) is secured in
the compressed state (see Figure 5). Next, the lancet
body 23 and the protective platform 25 of the lancet are
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separated, preferably by hand, by rotating them in [0039] The lancet that was obtained was mounted on the
opposite directions (see Figure 6), and the lancet body finger-pricking device, locked with the spring under
23 is pulled out from the needle tip protection portion 27 compression, and the protective platform was separated
to expose the needle tip part 20 (see Figure 7). from the lancet body by twisting and fitted into the end
[0034] Then the detached protective platform is fitted into cap. Next, the device was fitted with the end cap to
the end of the end cap 43 of the finger-pricking device complete Fhe bIc_)od collection preparatlop. After pressing
(see Figure 8). Next, an end cap with a protective the fingertip agalns_,t the pla.tform, the_ spring was reIe_ased,
platform is fitted onto the device with the lancet body and the needle tip was inserted into the fingertip. A
attached, and after pressing the blood collection site §U|table amount of blqod was coIIepted from the fingertip
against the platform part, the spring is released to eject 10 in the same way as if a conventional lancet had been
the lancet and insert the needle tip into the blood used.
collection site (see Figure 9). This creates a wound at the [0040] After the blood was collected, the end cap was
blood collection site from which blood can be collected. removed to expose the lancet body, the exposed lancet
[0035] After the blood is collected, the end cap 43 is body was fitted in.to.the platform part, and _the needle tip
removed from the device with the protective platform 25 was positioned within the end cap connection part. Then
in place (see Figure 10), and the end of the lancet body the lancet body was removed from the finger-pricking
with the protruding needle tip part is fitted into the devpe. In this state, the needle t.lp is deep inside the
platiorm part 29 (see Figure 11). Next, the lancet opening of the end cap con.necthn part, so that the
securing means is released and the device is removed needle tip (_joes not touch the fingertip and the lancet can
with the lancet body 23 fitted into the platform part 29 20 be safely disposed of.
(see Figure 12). Finally, the end cap is removed from the [0041] Moreover, the fit between the lancet body and
end cap connection part (see Figure 13), the end cap 43 protective cap was strong, and they could not be easily
is reused, and the lancet body 23 is discarded with the separated. On this point, the following test was
lancet body 23 fitted into the platform part 29. conducted in order to check the bonding strength when
[0036] In this case, the height H2 of the end cap the lancet is disposed of after the blood collection and
connection part is sufficient so that the needle tip does when the lancet body and protective cap are joined by a
not protrude from the opening of the end cap connection snap fit. The snap-fit test pieces (lancet bodies and
part, and even if part of the finger enters the end cap protective caps, N: 30) were placed in a parts feeder
connection part through that opening, it will not come into (MOF’el VM'4O' Kobe Steel, Ltd.) and tested for 2 hoyrs at
contact with it. 30 a vibration frequency of 7200 rpm and a maximum
[0037] amplitude of 1 mm. No protective caps came off the
lancet bodies. The test results showed that when the

[Working Example] A one-cavity mold for 30-ton injection lancet body and protective cap are joined with a snap fit,
molding of the lancet shown in Figure 3 was fabricated. they do not come off easily after they are disposed of,
The hm0|d (Vrl/l?S S_etpir El' 30I_tcc)in Y[e'rticag injeittigr)l molging and the effectiveness of this method was confirmed.
machine (Nissei Plastic Industrial Co. ), and a o ; - ;

; ’ ’ . [0042] To facilitate understanding, perspective views of
igsggjit;eeglﬁig%tgfng\',?.rgsgtg'6;{;3%%12“232%8 the Ia_ncet of the present invention are shown in Figs. 15—
(Nippon Pétrochemical Industry Co., Ltd.) was placed in 19. Figures 15 gnd 16 are perspectlve_wgws of the lancet
the cavity and was used to in'ectio.r,1—mo.ld 50 lancets of of the.pres.,ent _|nvent|pn beforg the tW|st|ng, V|e_wed from
the preseynt invention | 40 opposite directions. Figure 17 is a perspective view of the

) lancet in the twisted-off state. Figures 18 and 19 are
[0038] In addition, an end cap was manufactured that perspective views of the lancet of the present invention
could be attached to a finger-pricking device (trade being disposed of, viewed from opposite directions.
name: PENLET Il) commercially available from Lifescan, [0043]
which had an end that fits into the end cap connection .
part of the lancet described above. Figure 14 shows a [Effects of the Invention]
plan view of the end cap and Figure 15 shows an end (1) Because of the presence of the platform portion, the
view of the end cap. The end part of the end cap is wound formed during the blood collection does not
shaped and dimensioned to fit tightly into and engage the directly contact the end of the end cap. Therefore, the
end cap connection of the previously manufactured gu end cap does not need to be replaced for each blood

lancet of the present invention. As with the lancet, a one-
cavity mold for a 30-ton injection molding machine was
made and ABS #500 (Toray Industries, Inc.) was used
for molding.

collection.

(2) The protective platform attached to the tip of the end
cap, which is in direct contact with the blood collection
site,
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can be renewed, so that no part of the device on which [Fig. 10] Fig. 10 is a schematic diagram showing the
blood may adhere during the blood collection is left. state in which the end cap is removed from the finger-
(3) When the protective platform is attached to the end pricking device.
cap of the finger-pricking device, pressing the blood [Fig. 11] Fig. 11 is a schematic diagram showing the
collection site against the platform part compresses the state in which the lancet body is fitted into the platform
puncture site and allows effective blood collection. part.
(4) After the blood is collected, the lancet body can be [Fig. 12] Fig. 12 is a schematic diagram showing the
safely disposed of by fitting it into the platform portion, state in which the lancet body is removed from the finger
and it is not easily detached. pricking device.
Although the present invention has been described with 10 [Fig. 13] Fig. 13 is a schematic diagram showing the
reference to a specific example, it is understood that the lancet in a state in which it is removed from the end cap
invention is not limited to the above-mentioned aspects, and discarded.
and that persons skilled in the art can make various [Fig. 14] Fig. 14 is a schematic side view of the end cap
changes and modifications within the scope of the of the present invention.
concept of the invention, and they are also included in . . . . . .

: : [Fig. 15] Fig. 15 is a schematic perspective view of the
the scope of the invention. . . "
Brief Descriptions of the Drawings] lancet of the present invention before twisting off.
[ ) i P ) ] .g ) [Fig. 16] Fig. 16 is a schematic perspective view of the
[Fig. 1] Fig. 1 is a schematic diagram of a conventional lancet of the present invention before twisting off.
lancet. . . . . . .

) ) ) o [Fig. 17] Fig. 17 is a schematic perspective view of the
[Fig. 2] Fig. 2 is a schematic diagram of the method of lancet of the present invention after twisting off.
using a conventional lancet with a finger-pricking device. . . . . . . .

i ) ) S ] 20 [Fig. 18] Fig. 18 is a schematic perspective view showing
[Fig. 3] Fig. 3 is a schematic side view of the lancet of the the state of the lancet of the present invention after use
present invention. and discarding.

[Fig. 4] Fig. .4 is a_schematic bottom view of the lancet of [Fig. 19] Fig. 19 is a schematic perspective view showing
the present invention. the state of the lancet of the present invention after use
[Fig. 5] Fig. 5 is a schematic diagram showing the state and discarding.
of the lancet of the present invention just before it is [Explanation of the Signs]
atFached FO the. flnger—pnckerg d?VICe' . 1... Lancet, 3... Needle part, 5... Lancet body, 7... Needle
[Fig. 6] Fig. 6 is a schematic diagram showing the state tip protection part, 11... Finger-pricking device, 13...
of the Ianget of the present invention when it is attached Lancet mounting part, 15... End cap, 17... Fingertip, 19...
to the device. Platform part, 21... Lancet, 23... Lancet body, 25...
[Fig. 7] Fig. 7 is a schematic diagram of the lancet of the 30 Protective platform, 27... Needle tip protection part, 29...
present invention in the detached state, with the needle Platform part, 31... End cap connection part, 33... Twist-
tip part exposed. offable part, 35... Connection part, 37... Lancet body end,
[Fig. 8] Fig. 8 is a schematic diagram showing how the 39... Device body, 41... Lancet fixing part, 43... End cap.
protective platform is fitted into the end cap.
[Fig. 9] Fig. 9 is a schematic diagram of a needle piercing
a blood collection site using the lancet of the present
invention.
Fig. 1
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DECLARATION OF JON JOHANNING

I, Jon Johanning, declare the following:
1. 1 am over 18 years of age and competent to make this declaration.
2. | am a qualified Japanese to English translator with more than 10 years of experience.

3. | have translated the attached document regarding Patent Application Publication No. H5-285127,
with a publication date of November 2, 1993.

4. | affirm that the translated text has been translated and edited to the best of my ability and
knowledge to accurately reflect the content, meaning, and style of the original text. | hereby certify
under penalty of perjury under the laws of the United States of America that the foregoing constitutes,
pursuant to my knowledge and belief, a true and correct translation of the original document.

5. | declare that all statements made herein of my knowledge are true, and that all statements made
on information and belief are believed to be true, and that these statements were made with the
knowledge that willful false statements and the like are punishable by fine or imprisonment, or both,
under Section 1001 of Title 18 of the United States Code.

ey

Jon Johanning
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