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GRIMES, Administrative Patent Judge.

DECISION ON APPEAL

This 1s an appeal under 35 U.S.C. § 134 involving claims to an
implantable drug delivery system. The Examiner has rejected the claims as
anticipated. We have jurisdiction under 35 U.S.C. § 6(b). We affirm.

BACKGROUND

The Specification teaches that the “ability to implant a drug delivery
system capable of selectively delivering multiple small doses of a drug, or
doses of different drugs, has been realized ... by the advent of microchip

technology” and that a “microchip device may include a plurality of drug
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reservoirs that are etched into ... a biocompatible implantable substrate, and
are filled with the intended drug(s)” (Specification 2). The Specification
further teaches that “release of material from each reservoir is separately
controlled, for example, by a barrier membrane or other controllable
member that controllably effects release of the drug from the reservoir” (id.).

The Specification also teaches that “a limitation of current microchip
drug delivery systems is that generally only small amounts of material enter
the targeted organ, or permeate the targeted site within the organ” and that
“[t]ypically, the drug is released from a reservoir housed within the
microchip, and the drug travels into or over a target tissue region by a
diffusion process, often competing against a clearance reaction having a rate
which may be comparable to the release rate” (id. at 3). The Specification
states that there “remains a need for an efficient implantable drug delivery
system effective to selectively deliver one or more drugs to a target site”
(id.) and discloses “an implantable drug delivery system, including an
infusion pump assembly and a controlled release biomaterial delivery unit,
such as a microchip delivery device” such that the “infusion pump assembly
delivers a carrier fluid to a fluid outlet, and a fluid delivery pathway extends
from the outlet past the controlled release material delivery unit to a distal
ported outlet, which is implanted at a target tissue site” (id. at 3-4).

DISCUSSION

1. CLAIMS

Claims 1, 3,7, 8,10, 11, 14-17, 19, 20, 22, 25 and 28-40 are pending

and on appeal. The claims have not been argued separately and therefore
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stand or fall together. 37 C.F.R. § 41.37(c)(1)(vii). We will focus on claim
1, the broadest claim on appeal, which reads as follows:

1. An implantable drug delivery system, comprising:

an infusion pump including a fluid outlet;

a fluid delivery line effective for extending from the fluid outlet to a
discharge portion positionable at a target tissue site; and

a controlled release drug assembly downstream from the infusion
pump, said drug assembly being configured for controllably releasing drug
material, and communicating with said fluid delivery line such that the drug
material is released into said fluid delivery line,

wherein the pump assembly is effective to deliver a carrier fluid to the
fluid outlet such that the drug material released into the delivery line
discharges at the discharge portion to treat the target tissue site.
2. ANTICIPATION

Claims 1, 3, 7, 8, 10, 11, 14-17, 19, 20, 22, 25 and 28-40 stand
rejected under 35 U.S.C. § 102(e) as anticipated by Uhland' on the basis that
Uhland discloses an implantable system in the section entitled “Microchip
Device with Implantable Pump” (beginning para. 0107) and that Uhland
discloses that the micropump can pump the carrier fluid across one or more
surfaces of the microchip device (Answer 4). The Examiner further finds
that the term “target tissue” is broad enough to include implanting the distal
(outlet) end of the micropump in any area of the body (id. at 5).

We agree with the Examiner that Uhland discloses all of the
limitations in claim 1. The implantable drug delivery system defined by

claim 1 has three components: an infusion pump, a fluid delivery line, and a

controlled release drug assembly.

! Uhland, US Publication No. 2004/0034332 A1, Feb. 19, 2004.
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Uhland discloses a “a microchip device [that] is incorporated into an
implantable micropumping system for the delivery of drugs over extended
periods of time” (Uhland, para. 0108). Thus, Uhland teaches an implantable
drug delivery system comprising an infusion pump.

The microchips that Uhland teaches combining with known
micropumping systems are made for controlled release of drugs (id. at para.
0108-0109: “The micropump pumps the carrier fluid across one or more
surfaces of the microchip device. . . . As the fluid passes over or around the
activated and opened reservoir, the solid drug dissolves in the carrier
fluid.”). Thus, Uhland’s device comprises a controlled release drug
assembly which is “communicating” with the fluid delivery line as recited in
claim 1. Finally, Uhland teaches that the implantable micropumping system
is “for delivery of drugs over extended periods of time” (id. at para. 0108).
That is, “the solid drug dissolves in the carrier fluid, forming a solution that
is pumped into the extra-cellular environment” (id. at para. 0109).

Uhland does not expressly teach that the system comprises a fluid
delivery line extending from the fluid outlet of the micropump to a discharge
portion. However, we agree with the Examiner that it is reasonable to
conclude that such a fluid delivery line is inherent in the disclosed device.
As the Examiner has pointed out (Answer 4), Uhland’s Figure 8 A shows a
macro-scale example of a drug delivery system comprising Uhland’s drug
delivery microchips. Figure 8 A shows that the carrier fluid 104 passes
across the drug-containing microchip 112, passes to a mixing chamber 130,
and 1s discharged via tube 116. While an implantable device would not

require tube 116 — because the device would already be in the patient — it
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would still reasonably appear to require a fluid delivery line to route the
carrier fluid from a reservoir or inlet to the microchip and out of the
implanted device.’

We find that Uhland’s device comprises all of the elements defined by
claim 1, arranged as recited in the claim.

Appellants argue that Uhland does not disclose all of the limitations of
the claimed system (Appeal Br. 7-8; Reply Br. 2-3). Appellants argue that
“Uhland does not teach or suggest that the fluid delivery line extends from
the fluid outlet to a discharge portion positionable at a target tissue site” as
recited in claim 1, that “there is no mention in Uhland of directing fluid to a
target tissue site,” but rather that Uhland teaches that “the fluid from the
micropump is released at a position proximate to the micropump itself and
diffused through the body” (Appeal Br. 7-8.). Appellants further argue that
“Uhland ... only teaches or suggests using a drug delivery pump for use with
drugs, such as pain medication or insulin, that are delivered generally to a
non-specific site in the body” and that these “drugs are not delivered to a
target tissue fo treat that target tissue, but rather are released into the body,
often subcutaneously, and diffused through the body to effect treatment at a
tissue site that is remote from the delivery site” (Reply Br. 2-3).

2 Appellants refer to Fig. 1 of Rosenberg (US 4,596,575, Jun 24, 1996), as
cited in Uhland in para. 109, as showing an implantable drug infusion device
with a “unit (4)” and liquid “pumped into the body through feed tube 7”
(Appeal Br. 7). The feed tube (7) serves the same function as the “fluid
delivery line” of instant claim 1. Thus, the finding that a fluid delivery line
would be inherent in an implantable drug delivery system is consistent with
and supported by Rosenberg’s disclosure of an implantable drug delivery
device.
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We are not persuaded by these arguments. It is well settled that
“claims in an application are to be given their broadest reasonable
interpretation consistent with the specification and that claim language
should be read in light of the specification as it would be interpreted by one
of ordinary skill in the art.” In re Sneed, 710 F.2d 1544, 1548 (Fed. Cir.
1983) (citation omitted).

In the instant case, the Specification does not define the terms “fluid
delivery line” or “target tissue site.” The broadest reasonable interpretation
of a “fluid delivery line” is a line, of any size or length, that is capable of
delivering fluids. The broadest reasonable interpretation of a “target tissue
site” is any tissue site intended to be targeted by the drug released from the
drug delivery system.

We agree with the Examiner that claim 1, under the broadest
reasonable interpretation, reads on the “Microchip Device with Implantable
Pump” disclosed in Uhland. An implantable micropump with a microchip
would have a fluid outlet and the device may be implanted in an area of the
body needing treatment such that the device would comprise a “fluid
delivery line effective for extending from the fluid outlet to a discharge
portion positionable at a target tissue site,” as recited in instant claim 1.

“Absent claim language carrying a narrow meaning, the PTO should
only limit the claim based on the specification or prosecution history when
those sources expressly disclaim the broader definition.” In re Bigio, 381
F.3d 1320, 1325 (Fed Cir. 2004). Thus, it would be improper to limit claim
1 only to devices wherein the discharge portion is substantially separate and

remote from the micropump. Because we agree that the Examiner’s
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interpretation of claim 1 is reasonable, and because claim 1 does not have
any language that distinguishes the claimed implantable drug delivery device
from the implantable drug delivery devices disclosed in Uhland, we agree
with the Examiner that claim 1 encompasses the implantable drug delivery
device disclosed in Uhland.

Appellants also argue that “Uhland does not disclose a substantial
teaching of how a micropumping system would function” (Appeal Br. 6-7).
Appellants further argue that “Figure 8 A of Uhland only illustrates an
intravenous drug delivery system that exists outside of the body of a patient”
and that “there is no teaching in Uhland that explains how the external IV
system illustrated in Figure 8A could be altered or reconfigured to be used as
an implantable device” (Reply Br. 3).

Appellants’ argument, in essence, is that Uhland does not enable the
disclosed “Microchip Device with Implantable Pump.” This argument is not
persuasive. “Anticipation does not require the actual creation or reduction to
practice of the prior art subject matter; anticipation requires only an enabling
disclosure.” Schering Corp. v. Geneva Pharms., 339 F.3d 1373, 1380 (Fed.
Cir. 2003) (citing In re Donohue, 766 F.2d 531, 533 (Fed. Cir. 1985)). “In
patent prosecution, the examiner is entitled to reject application claims as
anticipated by a prior art patent without conducting an inquiry into whether
or not that patent is enabled. . . . The applicant, however, can then overcome
that rejection by proving that the relevant disclosures of the prior art patent
are not enabled.” Amgen, Inc. v. Hoechst Marion Roussel, Inc., 314 F.3d
1313, 1355 (Fed. Cir. 2003). Thus, “a presumption arises that both the

claimed and unclaimed disclosures in a prior art patent are enabled” (id.)
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The Uhland disclosure is presumed to be enabling. Appellants have
provided no evidence to show that undue experimentation would have been
required to practice Uhland’s “Microchip Device with Implantable Pump”
for drug delivery. Further, Uhland specifically teaches that “[m]icropump
apparatus suitable for use in these devices are known in the art” (Uhland,
para. 0108). On this record, Appellants have not met their burden of
rebutting the presumption of enablement of the Uhland reference.

SUMMARY

We agree with the Examiner that Uhland discloses all of the
limitations of claim 1. Uhland is presumed to be enabled, and the
presumption of enablement has not been successfully rebutted. We therefore
affirm the Examiner’s anticipation rejection of claim 1. Claims 3, 7, 8, 10,

11, 14-17, 19, 20, 22, 25 and 28-40 fall with claim 1.

AFFIRMED
Ip

NUTTER MCCLENNEN & FISH LLP
WORLD TRADE CENTER WEST
155 SEAPORT BOULEVARD
BOSTON MA 02210-2604



	UNITED STATES PATENT AND TRADEMARK OFFICE 
	DECISION ON APPEAL 
	BACKGROUND 
	DISCUSSION 


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


