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£,

Commisskonar for Palants

Unligd Slates Patent and Tratemark Office
P.0. Box 1450

Asxantia, VA ZZHHA4S0

WA ST 0O

DO NOT USE IN PALM PRINTER

{THIRD PARTY REQUESTER'S CORRESPONDENCE ADORESS)

.i  Peng Chen and Michael G. Smith ;
Momison & Foerster LLP '
12531 High Biuff Drive, Suila 100

San Diego, CA 92130

EX PARTE REEXAMINATION COMMUNICATION TRANSMITTAL FORM

REEXAMINATION CONTROL NO. 90/007.914,
PATENT NO. £320161.

ART UNIT 3991,

Enclosed is a copy of the latest communication from the United States Patent and Trademark
Office in the above identified ex parte reexamination praceeding (37 CFR 1.550(f).

Where this copy is supplied after the reply by requester, 37 CFR 1.535, or the time for filing a
reply has passed, no submission on behalf of the ex parie reexamination requester will be
- acknowledged or considered (37 CFR 1.550(q)).

PTOL-455 {Rev.07-04)
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C ntrol No. Pat nt Under R examination
. 80/007,914 6328161
Order Granting / Denying Request For = T
Ex Parte Reexamination amingr n
Bennett Celsa 3691

-The MAILING DATE of this communication appears on the cover sheet with the correspondence address—

The request for ex parte reexaminalion filed 01 February 2006 has been considered and a determination
has been made. An identification of the claims, the references relied upon, and the rationale supporting the

determination are attached.
Attachments: a)X) PT0-892, b)] PTO-1448, ¢)[] Otheri ____
1. The request for ex parte reexamination is GRANTED.
RESPONSE TIMES ARE SET AS FOLLOWS:

For Patent Owner's Statement {Optional); TWO MONTHS from the mailing date of this communication
(37 CFR 1.530 (b)). EXTENSIONS OF TIME ARE GOVERNED BY 37 CFR 1.550(c).

For Requester's Reply (optional): TWO MONTHS from the date of service of any timely filed
Patent Owner's Slatement (37 CFR 1.535). NO EXTENSION OF THIS TIME PERIOD 1S PERMITTED.

If Patent Owner does not file a timely statement under 37 CFR 1.530{b}, then no reply by requester
is permitied.

2.[] The request for ex parte reexamination is DENIED.

This decision is not appealable (35 U.S.C. 303(c)). Requester may seek review by petition to the
Commissioner under 37 CFR 1.181 within ONE MONTH from the mailing date of this communication (37
CFR 1.515(c)). EXTENSION OF TIME TO FILE SUCH A PETITION UNDER 37 CFR 1.181 ARE
AVAILABLE ONLY BY PETITION TO SUSPEND OR WAIVE THE REGULATIONS UNDER

37 CFR 1.183.
In due course, a refund under 37 GFR 1.26 ( ¢ ) wil be made o requester;

a)[J by Treasury check or,
by [ by credit to Depasit Account No. , or

¢} [ by credit to a credit card account, unless otherwise notified (35 U.8.C. 303(c)).

LY

Benneit Celsa
Primary Examiner
Ari Unit: 3991

cc:Renuester [ if third pany requastar)

LS. Patenl pnd Trademgrk Ofees
PTOL-471 {Rev, 04-01) Office Astl n In Ex Parle Reexamination Part of Paper No. 20080222
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Application/Control Number: 80/007,914 Page 2
Art Unit: 3981

DETAILED ACTION: Reexamination: Granting of Request
Procedural Posture:
The Third Party Request (dated 2/1/06) for ex parte reexamination of claims 1-48
of United States Patent Number 6,329,161 (Heller et al.) is acknowledged.
Decision Granting the Order
A substantial new question of patentability affecting claims 1-48 of United States

Patent Number 6,329,161 (Heller et al.) is raised by the request for reexamination.

Information Disclosure Statement
Enclosed please find a PTO-892 listing the eight documents cited on pages 2

and 3 of the request. In the future submitted references must be provided on a PTOQ-
1448 form for Examiner signature.
Ongoing Duty To Disclose:

The patent owner is reminded of the continuing responsibifity under 37 CFR
1.565(a) to apprise the Office of any fitigation activity, or other prior or concurrent
proceeding, involving Patent No. 6,329,161 throughout the course of this reexamination
proceeding. See MPEP §§ 2207, 2282 and 2286. The third party requester is also
reminded of the ability to similarly apprise the Office of any such activity or proceeding
throughout the course of this reexamination proceeding. See MPEP §§ 2207, 2282 and
2286.

Substantial New Question of Patentability Raised By The Request

For "a substantial new question of patentability” to be present, it is only

necessary that;
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A, The prior art patents and/or printed publications raise a substantial question of
patentability regarding at least one claim i.e. the prior _aﬂ teaching is such that there is a
substantial likelihood that a reasonable examiner would consider the teaching to be
important in deciding whether or not the claim is patentable; and it is not necessary that
the prior art establish a prima facie case of unpatentability and;

B.  The same question of patentability as to the claim has not been decided by the
Office in a previous examination or pending reexamination of the patent or in a final
holding of invalidity by the Federal Courts in a decision on the merits involving the claim.
See MPEP 2242,

For a reexamination that was ordered on or after November 2, 2002 (the date of
enactment of Public Law 107-273; see Section 13105, of the Patent and Trademark
Ofiice Authorization Act of 2002), reliance solely on old art (as the basis for a rejection)
does not necessarily preciude the existence of a substantial new guestion of
patentability (SNQ) that is based exclusively on that old art. Determinations on whether
a SNQ exists in such an instance shall be based upon a fact-specific inquiry done on a
Case-by-case basis. For example, a SNQ may be based solely on old art where the old

. artis being presented/viewed in a new light, or in a different way, as compared with its
use in the earlier concluded examination(s), in view of a material new argument or
interpretation presented in the request. MPEP 2258.01.

If a substantial new question of patentability is found as to one claim, all claims

will be reexamined during the ex parle reexamination process. See MPEP 2216.
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Th 6,329,161 (Hell r tal)Inv ntion

The Heller invention is drawn o a smali diameter flexible electrode designed for
subcutaneous in vivo amperometnic giucose monitoring, wherein the electrode is
preferably three or four-layered, with the layers serially deposited within a recess upon
the tip of a polyamide insulated gold wire with a first glucose concentration-to-current
transducing layer overcoated with a second electrically insulating and glucose flux
fimiting layer to which is applied an optional immobilized interference-eliminating
horseradish peroxidase based film third iayer; and an outer fourth biocompatible layer.
See 161 abstract.

The independent claims are drawn {o:

. A flexible analyte sensor: claim 1 and claims 2-17 dependent thereon.

ii. A flexible glucose sensor: claim 34 and claims 3548 dependent thereon.

iii. A glucose measurement system: claim 18 and claims 19-24 dependent
thereon.

iv. An introduction system for a glucose sensor. claim 25 and claims 26-28
dependent thereon.

v. A method of measuring animal glucose concentration: claim 29 and claim 30
dependent thereon.

vi. A method for inserfing a flexible glucose sensor: claim 31 and claims 32-33

dependent therean.
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Application/Control Number: 90/007,914 Page §
Art Unit: 3991

Documents Cited By The Requ ster:
1. M. Sakakida et al,, “Ferrocene-mediated Needle-type Glucose Sensor Covered with
Newly Designed Biocompatible Membrane”, Sensors and Actuators B, Vol, 13-14,
pages 319-322 (May/June 1893).
2. M. Schichiri et al., “Needle-type Glucose Sensor for Wearable Artificial Endocrine
Pancreas’, Chap. 15 in IMPLANTABLE SENSORS FOR CLOSED-LOOP
PROSTHETIC SYSTEMS (W.H. Ko. Ed., Futura Publishing Co. Mount Kisco, NY 1985)
3. G. 8. Wilson et al., "Progress Toward the Development of an Implantable Glucose
Sensor Clinical Chemistry”, Vol. 38(9) pages 1613-1617 (1992),
4. U. S, Pat. No. 5,165,407 to Wilson et al., (filed April 9, 1991 issued Nov. 24,1992),
3. U.S. Pat. No. 5,322,063 to Allen et al. (filed Oct. 4, 1991 : issued June 21, 1994),
6. Schichiri et al., "Membrane Design for Extending the Long Life of an Implantable
Glucose Sensor”, Diab, Nutr. Metab., Vol. 2(4) pages 309-313 (1989).
7.U.S. Pat. No. 5,411,647 to Johnson et al, (effeciively filed Nov. 23, 1992: issued May
2, 1995).

8. U. 8. Pat. No. 4,986,271 to Wilkins et al. (filed July 19, 1989 : issued Jan, 22, 1891),

Discusion of the Cited Documents and the Raising of a SNQ
1. M. Sakakidaet al, ;
The third party discusses the applicability of the Sakakida reference to claims 1-
17, 30 and 34-48 of the 161 patent on pages 8-9, 13-15,18-31, 38-63, 97-103 and 107-

113 of the request.
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Although the Sakakida reference was of record in the '161 patent application it
was not discussed by either the Examiner or Applicant during examination of the
application. In the present instance the Sakakida reference is being presentediviewed in
a new light, orin a different way, as compared with its use in the earlier concluded
examination, in view of a material new argument or interpretation presented in the
request,

The Sakakida reference discloses a ferrocene-mediated needie-type glucose
sensor covered with a polyurethane layer and a biocompatible polyvinyl alcohol (PVA)
membrane which was implanted into an animal and used to measure glucose levels in
vivo. The glucose-oxidase containing sensing layer is in direct physical contact with the
working electrode.,

The Sakakida prior art teaching is such that there is a substantial likelihood that a
reasonable examiner would consider this teaching to be important in deciding whether
or not one or more claims of the '161 patent are patentable.

2. M. Schichiri et al, (1985)

The third party discusses the applicability of the Schichiri article 1o claims 1 of the
"161 patent in combination with the Sakakida reference on pages 41-45 of the request,

The newly cited Schichiri reference discloses a ‘flexible’ glucose oxidase based
needle-type glucose sensor designed for transcutaneous implantation {see Schichiri
Fig. 1 on pége 188). The end of the piatinum wire in the Schichiri sensor was “sealed
into a soft glass tube"” (Schichiri page 198). The tip of the reference glucose sensor has

a polyurethane layer as its outermost layer. (id.at pages 198-1 88), The Schichiri
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Application/Control Number; 80/007 914 Page 7
Art Unit: 3981

glucose sensor is “flexible” since it is a very thin device (e.g. 0.4-1mm) with a soft glass
body and a polyurethane tip of 0.4 mm diameter.

The Schichiri prior art teaching taken alone, or in combination with the Sakakida
reference, is such that there is a substantial likelihood that a reasonable examiner
would consider the Schichiri reference teaching to be important in deciding whether or
not one or more claims of the '161 patent are patentable.

3. G. 8. Wilson et al, {the Wilson article)

The third party discusses the applicability of the Wilson patent reference to
claims 18-20, 22, 24-29, 31-33 of the ‘161 patent on pages 11-15, 64, 74, 77-90, 63-97,
103-107 of the request.

Although the Wilson reference was of record in the '161 patent application it was
not discussed by either the Examiner or Applicant during examination of the application.
In the present instance the Wilson reference is being presented/viewed in a new light, or
in a different way, as compared with its use in the earlier concluded examination, in
view of a material new argument or interpretation presented in the request.

The Wilsan article discloses a needle-type glucose sensor containing glucose
oxidase in physical contact with the piatinum-iridium electrode wherein the glucose
sensor |s operatively connected to a signal monitoring device. The reference utilizes a
stainless steel catheter {i.e. an introducer) for introducing its sensor to a subject and the
removal of the catheter after sensor implantation, The reference teaches that that
foliowing implantation it is necessary to wait & period of time for the sensor to stabilize

prior to utilizing the sensor output for measuring glucose levels.
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The Wilson article teaching is such that there is a substantial likelihood that a
reasonable examiner would consider this teaching to be important in deciding whether
or not one or more claims of the 161 patent are patentable.

4, U. 8. Pat. No, 5,165,407 (the Wilson patent)

The third party discusses the applicability of the Wilson patent reference to
claims 18-20, 22, 24-28 and 31-41, 43 and 45-48 of the '161 patent on request pages
11-15, 3941, 49-51, 64, 77-90, 93-97, 107-113.

Although the Wilson patent reference was of record in the '161 patent application
it was not discussed by either the Examiner or Applicant during examination of the
application, In the present instance the Wilson patent reference is being
presented/viewed in a new light, or in a different way, as compared with its use in the
earlier concluded examination, in view of a material new argument or interpretation
presented in the request.

The Wilson patent discloses a needle-type glucose sensor containing glucose
oxidase in physical contact with the platinum-iridium electrode wherein the glucase
sensor is operatively connected to a signal monitoring device. The reference utilizes a
stainless steel catheter (i.e. an introducer) for introducing its sensorto a subject and the
removal of the catheter after sensor implantation. The reference teaches that that
following implantation it is necessary to wait a period of time for the sensor o stabilize
prior to utilizing the sensor output for measuring glucose levels. Additionally, the Wilson

patent reference teaches a fiexible glucose sensor with an insertable portion of isss
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than about 0.20 mm in diameter (compare to '161 patent claim 34 requiring insertion
sensor portion having a width of less than about 0.29 mm),

itis noteworthy that the Wison patented device uses cellulose acetate or Nafion as the
first polymeric layer which provides size selective andlor charge selective discrimination
to reduce interference and improve sensor selectivity as compared 1o other prior art
devices (e.g. Sakakida) which uses celiulose diacetate as a first polymeric {ayer. ,

The Wilson patent prior art device is such that there is a substantial likelihood
that a reasonable examiner would consider this teaching to be important in deciding
whether or not one or mare claims of the 161 patent are patentable.

5. U.S. Pat. No. 5,322,063 {Allen)

The third party discusses the applicability of the Allen patent reference to claim
30 of the 161 patent on page 14 of the request.

Although the Allen patent reference was of record in the *161 patent application it
was not discussed by either the Examiner or Applicant during examination of the
application. In the present instance the Allen patent reference is being
presented/viewed in a new light, or in a different way, as co%npared with its use in the
eariier concluded examination, in view of a material new argument or interpretation
presented in the request,

The Allen patent reference discloses glucose oxidase based sensors comprisiﬁg
an outer polyurethane membrane which slows glucose influx into the sensor by

approximately 4,000 fold,
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The Allen prior art teaching taken alone, or combined with the Sakakida
reference teaching, is such that there is a substantial likelihood that a reasonabie
examiner would consider the Allen reference ieaching to be important in deciding
whether or not one or more claims of the 161 patent are patentable.

6. Schichiri et al,, (1989)

The third party discusses the applicability of this reference in combination with
Sakakida fo claims 10 and 42 of the ‘161 patent on pages 55-56 and 112-113 of the
request,

The newly cited Schichiri (1989) reference discloses a biocompatible fayer
utilizing polyethylene oxide (PEO) outer layer due to its superior strength in comparison
to other materials,

‘The Schichiri prior art teaching taken alone, or combined with the Sakakida
reference teaching, is such that there is a substantial likelihood that a reasonabie
examiner would consider the Schichirl teaching to be important in deciding whether or

not one or more claims of the "1 61 patent are patentable.
7. U.3, Pat, No. 5,411,647 (dohnson)

The third party discusses the applicability of the Johnson reference to claims 18-
22,24, 28 and 42 of the 161 patent on pages 10, 12-13, 56-56, 64-77, 90-93 and 112-
113 of the request.

Although the Johnson patent reference was of record in the 161 patent
application it was not discussed by either the Examiner or Applicant during examination

of the application. In the present instance the Johnson patent reference is being
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presented/viewed in a new light, or in a different way, as compared with its use in the
earlier concluded examination, in view of a material new argument or interpretation
presented in the request.

Johnson discloses a subcutaneous glucose sensor comprising polyurethane
connected 1o a display device wherein the sensor was implanted into a healthy rat
which was monitored. A glucose measurement was conducted following a ten minute
peried permitting sensor signal stabilization. Additionally, the Johnson reference
teaches that its implantable glucose sensor comprises a polyethylene oxide outer layer
that reduces sensor settling time so that it can be used quicker following implantation. -

The Johnson prior art teaching is such that there is a substantial likelihood that a
reasonable examiner would consider this teaching to be important in deciding whether
or not one or more claims of the ‘161 patent are patentable.

8. U. 8. Pat. No. 4,986,271 (Wilkins)

The third party discusses the applicability of the Wilkins reference to claims 1-3
of the 161 patent on pages 9-10, 31-38 of the request,

Although the Wilkins reference was of record in the '161 patent application it was
not discussed by either the Examiner or Applicant during examination of the application.
in the present instance the Wilkins reference is being presentedfviewsd in a new light,
orin a different way, as compared with its use in the earlier concluded examination, in
view of a material new argument or interpretation presented in the request.

Wilkins dis‘closes a sensor comprising a glucose oxidase sensing layer

immobilized on a conducting support in contact with a platinum working electrode in
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which the sensing layer is recessed into a tube or sleeve of the electrode similar to the
“161 patented device. The open end of the electrode is covered by a glucose selectible
permeable membrane.

The Wilkins prior art teaching taken zlone, or in combination with the Sakakida
reference teaching, is such that there is a substantial likelihood that a reasonable
examiner wouid consider the Witkins teaching to be important in deciding whether or not
one of more claims of the '161 patent are patentable.

Conclusion
in view of the above, the request for reexamination is GRANTED. Claims 1-48 of United
Siates Patent Number 6,328,161 (Heller et al,),

Extensions of Time

Extensions of time under 37 CFR 1.136 (a) will not be permitted in these
proceedings because the provisions of 37 CFR 1.136 apply only to an applicant and not
lo parties in a reexamination proceeding. Additionally, 35 U.S.C. 305 requires that ex
parte reexamination proceedings "will be concluded with special dispaich” (37 CFR
1.555(a) ). Extensions of time in ex parte reexamination proceedings are provided for in
37 CFR 1.550(c).

Service on the Other Party (3" Party Request)

After the filing of a request for reexamination by a 3" party requester, any

document filed by either the patent owner or the third party requester must be served on

the other party (or parties where two or more third party requester proceedings are
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merged) in the reexamination proceeding in the manner provided in 37 CFR 1.248, See
37 CFR 1.550 (f).
Patent Owner Amendment

Patent owner is notified that any proposed amendment to the specification andfor
claims in this reexamination proceeding must comply with 37 CFR 1.530(d)-{j), must be
formally presented pursuant to 37 CFR 1.52(a) and (b}, and must contain any fees
required by 37 CFR 1.20(c).

Future Correspondences

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Bennett Celsa whose telephone number is 571-272-
0807. The examiner can normally be reached on M-F from 8-5,

If attempts to reach the examiner by telephone are unsuccessful, the examiner's
supervisor, Deborah Jones can be reached at 571-272-1535.

information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-8197 (ioli-free).

All correspondence relating to this ex parte reexamination proceeding should be

directed;
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By Mail to; Mail Stop ex parte Reexam
Central Reexamination Unit
Office of Patent Legal Administration
United States Patent & Trademark Office
P.O. Box 1450
Alexandria, VA 22313-1450

ByFAXto:  (571)273-8900
Central Reexamination Unit

By hand: Customer Service Window
Randolph Building
401 Dulany St.
Alexandria, VA 22314
Bennett Celsa
Primary Examiner
Art Unit 3991

S i



Case 1:05-cv-00590-GMS  Document 48-2  Filed 04/06/2006 Page 18 of 63

¥
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iadahehii e Application/Control No. Applicant{s)/Patent Under
90/007,814 B anation
Notice of Referenc s Cited —— T
Bennett Celsa 3991 Page 1of1
U.S. PATENT DOCUMENTS

* c;aunugo cﬁ:ﬂ;ﬁgmi Codo Mhiij-?{tsw Name Classification
* oA | US4986271 01-1991 Wilking, Eblisam 8. . 600/347
* | g | US-5185407 13-1892 | Wilspn et al. 6007345
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NONFATENT DOCUMENTS
* include as applicable: Auther, Title Date, Publisher, Ediion or Volurme, Pertinent Pages}
M. Sakakida et a1, "Ferrocene-madiated Needie-typs Glucoss Sensor Covared with Newly Designad Biocompatibie

¥ v Mambrane®, Sensors and Acluators B, Vol. 13-14, pages 318-322 (May/June 1893).

y | M. Schichir et al., "Needle-type Glucose Sensor for Wearabls Artificlal Endocrine Pancreas”, Chap. 15 in IMPLANTABLE
514 SENSORS FOR CLOSED-LOOP PROSTHETIC SYSTEMS (W.H. Ko, Ed., Futura Publishing Co, Mount Kisco, NY 19885}
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¥ 1613-1617 (1982).
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pages 309-313 {1968).
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.5, Patent prg Tmdemark Ofics
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\INITED STATES DEPAREMENT DF COMMERCE
nited Shates Patenl and Trademark Qffice

adéreer COMMISSIONER FOR PATENTS
PO, Box 140
Kietgadia, Virgiah 12310438
WA LIRS
| AFPLICATIONNG. i FILING DATE FIRST NAMED SVENTOR | ATTORNEY DOCKET NO. | CONFIRMATIONNO. |
501007,913 030112006 5284478 518852860200 5176
23581 7550 022411006 i EXAMINER _;
MERCHANT & GOULD PC
P.O.BOX 2503
MINNEAPOLIS, My 55402-0903 - [ ARTwNIT PAPERNUMBER |

DATE MAILED: 02/242006

Please find below and/or attached an Office communication concerning this application or proceeding.

PTO-90C (Rev. 10403}
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Commissionet? fot Paient
United States Paten! end Tred emark Office
P.0.Box1450

Alxandnia, VA 222131450
WA U oSV

DO NOT USE IN PALM PRINTER

{FHIRD #ARTY REQUESTER'S CORRESPONDENCE ADDRESS)

Peng Chen

" MORRISON & FORESTER LLP
12631 HiGH BLUFF DRIVE, SUITE 100
SAN DIEGO, GA 82130

EX PARTE REEXAMINATION COMMUNICATION TRANSMITTAL FORM

REEXAMINATION CONTROL NO. 804007,913.
PATENT NO. 6284478,

ART UNIT 3981,

Enclosed is a copy of the [atest communication: from the United States Patent and Trademark
Office in the above identified ex paite reexamination proceeding (37 CFR 1.550(f)).

Where this copy is supplied after the reply b; requester, 37 CFR 1.535, or the time for filing a
reply has passed, no submission on behalf of the ex parfe reexamination requester will be
acknowledged or considered (37 CFR 1.550(g)). '

PTOL465 (Rev.07-04)
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Control No. Patent Under Reexamination
. . 80/007,913 6284478
Order Granting / Denying Request For — TR
Ex Parte Reexamination miner
Evelyn Huang 3851

--The MAILING DATE of this communication appears on the cover sheet with the correspondence address-.

The request for ex parte reexamination filed 01 February 2008 has been considered and a determination
has been made. An identification of the claims, the references relied upon, and the rationale supporling the

determination are altached,

Altachments: a)[X] PTO-892, b)[ ] PTO-1449,  ¢)l ] Other:
1. The request for ex parte reexamination is GRANTED.
RESPONSE TIMES ARE SET AS FOLLOWS:

For Patent Owner's Statement (Opiidnal); TWO MONTHS from the mailing date of this communication
{37 CFR 1.530 (b)). EXTENSIONS OF TIME ARE GOVERNED BY 37 CFR 1.550(c).

For Requester's Reply (optional): TWO MONTHS from the date of service of any timely filed
Patent Owner's Statement (37 CFR 1.535). NO EXTENSION OF THIS TIME PERIOD IS PERMITTED.

I[f Patent Owner does not file a imely statement under 37 CFR 1.530(b), then ro reply by requester
is pemitted.

2.[] The request for ex parte reexamination is DENIED.

This decision is not appealable (35 U.S.C. 303(c)). Requester may seek revisw by petition to the
Commissicner under 37 CFR 1.181 within ONE MONTH from the mailing date of this communication (37
CFR 1.515(c)). EXTENSION OF TIME TO FILE SUCH A PETITION UNDER 37 CFR 1.181 ARE
AVAILABLE ONLY BY PETITION TO SUSPEND OR WAIVE THE REGULATIONS UNDER

37 CFR 1.183.
In due course, a refund under 37 CFR 1.26 ( ¢ ) will be made to requester:

a)[_} by Treasury check or,

b) (] by credit to Deposit Account No. , or
¢) [} by credit to a credit card account, unless otherwise notified {35 U.5.C. 303{c)).

Evelyn Huang
Primary Examiner
Art Unit: 3831

cc:Requester { if third parly requester )

LL5. Pelenl and Tradomas, Dficg
PTOL-471 (Rey, D4-01} Office Action In Ex Parfe Resxamination Patt of Paper No, 42182005
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Notice of References Cited. — AU
Evelyn Huang 353 Page 101
U.S: PATENT DOCUMENTS

* mmﬁ%ﬁﬁ%ﬁﬂgﬁ; Code Maﬁ}\%‘f\' Name Classification
* 1A | US-4,986.271 011881 | Wikins, Eblisam S. B00/347

g | US-

¢ | US-

n | US-

g i US

F | US

G | US

H | US.

P US-

J | Us-

K | US-

L | US-

M | US-

l FOREIGN PATENT DOCUMENTS
* Document Number Date T
Counlry Code-Number-Kind Code | MM-YYYY Country Name Classification

N :

Y

P

Q

R

8

T

-NON-PATENT DOCUMENTS

* includs as applicable; Author, Title Dats, Pubiisher, Edition or Volume, Pertinent Pages}
| u Sakakida et al, Sensors and Actuators B, 13-14: 319-322 (May-Jure, 1933).
* : V| Slemberg el al., Biosensors, 4:27-40 (1088).
| w Sakakida el al. (i) Alif. Organs Today, 2(2) :145-158 (1992).
* 1 X | Shichiri et al. Diab. Nulr, Metab., 2:308-313 {19809).

*A copy ol this relerance is no! being fumished with tis Ofico achan, {Ses MPEP §707.05(a).)
Dales in MM-YYYY format are publication dates, Clazsficatons may be US or foreign.

U.S. Patant and Tretaman Ctien
PTO-892 {Rev. 01.2001)

Notice of Referances Ched

Part of Paper No. 02482008



Case 1:05-cv-00590-GMS  Document 48-2  Filed 04/06/2006 Page 24 of 63

PUBHS MEREIGR Number: 00/007,013 Page 2

Art Unit; 3991

Reexamination
Decision Granting Ex Parte Reexamination

1. Asubstantial new question of patentability affecting claims 1-74 of United States Patent

Number 6,284,478 to Heller is raised by the request for ex parte reexamination.
Procedural Posture
2. The request by the Third Party Requester for ex parte reexamination is filed on 2/1/2006.
Ongoing Duty to Disclose

3, A PT0-1449 has not been filed with the references submitted by the Third Party

Requester. The submitted references considered by the examiner are cited in a PTO-802.

4. The patent owner is reminded of the continuing responsibility under 37 CFR 1.565(a) to
apprise the Office of any litigation activity, or other prior or concurrent proceeding, involving
Patent No. 6,284,478 throughout the course of this reexamination proceeding. The third party
requester is also reminded of the ability to similarly apprise the Office of any such activity or
proceeding throughout the course of this reexamination proceeding. Ses MPEP §§ 2207, 2282

and 2286.
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Art Unit; 3991

Reexamination
Decision Granting Ex Parte Reexamination

1. A substantial new question of patentability affecting claims 1-74 of United States Patent

Number 6,284,478 to Heller is raised by the request for ex partfe reexamination.
Procedural Posture
2. The request by the Third Party Requester for ex parie reexamination is filed on 2/1/2006.

Ongoing Duty to Disclose

3. A PTO-1449 has not been filed with the references submitted by the Third Party

Requester. The submitted references considered by the examiner are cited in a PTO-892.

4 The patent owner is reminded of the continuing responsibility under 37 CFR 1.565(a) to
apprise the Office of any litigation activity, or other prior or concusrent proceeding, involving
Patent No. 6,284,478 throughout the course of this reexamination proceeding. The third party
reguester is aiso reminded of the ability to similarly apprise the Office of any such activity or

proceeding throughout the course of this reexamination proceeding. See MPEP §§ 2207, 2282
and 2286.
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Priority

4. US 6,284,478, the patent under reexamination, is 2 continuation of US Application No,
08/299,526, filed on 9-1-1994, issued as US Patent No. 5,593,853, which is a CIP of US
Application No. 08/161,682, filed on 12-2-1993, issued as US Patent Ne. 5,356,786, which is a

continuation of US Application No. 07/664,054, filed on 3-4-1991, now abandoned,

5. US Application Ne. 08/161,682, filed on 12-2-1993, issued as US Patent No. 5,356,786,
only describes a glicose electrode coated with an oxidizing enzyme (peroxidase) which allows
hydrogen peroxide to selectively oxidize the interferants (as desc.ribed in Fig. 6). The electrode
of the instant invention having preferably three or four layers, including the interference
eliminating layer (as described in Fig. 1), was first described in US Appiication.No. 08/299,526,
filed on 9-1-1994, issued as US Patent No. 5,593,853. Accordingly, the earliest effective filing

date for the patent claims under reexamination is 9-1-1994.
References Cited by the Third Party Requester

6. Old References
Wilkins US 4,986,271
Sakakida et al. () Sensors and Actuators B, 13-14; 319-322 tMay«June, 1993).

Sternberg et al. Biosensors, 4:27-40 (1988).
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7 New References
Sakakida et al. (I). Astif. Organs Today, 2(2) :145-158 (1992),

Shichiri et al. Diab. Nutr. Metab., 2:309-313 (1989).

Claims in U.8. 6,284,478

8. Claims 1-3 are directed to an electrochemical sensor comprising (a) one or more non-
corroding metal or carbon electrodes; (b) a sensing layer comprising an enzyme coupled to each
electrode; and (c) a biocompatible layer comprising a biocompatible hydroge! chemically bound
to the sensing layer of each electrode.

Claim 4 is directed to an analyie measurement system comprising (a) an electrochemical
sensor including two or more non-corroding metal or carbon electrodes, each electrode adapted
for subcutaneous implantation in amimal, a:id a non-leachable analyte-responsive enzyme
disposed on each of the eiectrodés; and (b) a device for comparing signals of the two electrodes.

Claims 5-8 are directed an electrochemical sensor comprising (a) one or more non-
corroding metal or carbon electrodes; (b) a sensing anér coupled to each electrode wherein tﬁe
sensing layer comprises a non-leachable redox enzyﬁxe; and (c) a ﬁcroﬁltration device for
‘iransporting a fluid sample into contact with the sensing layer of at least one of the electrodes.

Claims 9-51, 74 are directed to an electrochemical sensor for measuring.an analyte in an
animal, comprising one or more analyte responsive electrodes, at lease one eigeiroée adapteﬁ for
subcutaneous implantation in animal, each of the analyte responsive electrode comprises {a) one

two or more non-corroding metal or carbon electrodes and a non-leachable analyte-responsive
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enzyme disposed on each of the electrodes; and (b} a sensing layer comprising a redox enzyme
and a redox compound, which are non-leachable Huids in the body of the animal at a pHof 6.5+
18,

Claims 52-63, 70-73 are directed to a method of calibrating an electrochemical sensor
comprising (a) withdrawing a single calibration sample from an animal, (b) assaying an analyte
concentration of the sample; and (c) correlating the assayed analyte concentration to a sigaal
generated by one or more in_lpianted working electrode having an analyte-responsive enzyme
disposed thereon,

Claims 64-69 are directed to a method for the analysis of a bioanalyte comprising (&)
providing an analyte measurement system 60mprising two of more subcutaneously implantabie'
electrodes; (b) subcutaneously implanting 2 or more electrodes in the animal; (c) obtaining
readings from the electrodes at substantially one point in time; (d) comparing two or more of the
readings of the electrodes; and (e) accepting those readings which do not vary by more than a

predetermined degree.

Substantial New Question of Patentabih’ty

5, For “a substantial new question of patentability” to be present, it is only necessary
thai:

A The prior art patenis and/or printed publications raise a substantial question of
patentability regarding at least one claim, i.e., the teaching of the (prior art) patents and

printed publications is such that a reasonable examiner would consider the teaching o be
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important in deciding whether or not the claim is patentable; it is not necessary that the prior art
establish a prima facie case of wnpatentability; and

B.  The same guestion of patentability as to the claim hos not been decided by the Office
in a previous examination or pending reexamination of the patent or in a final holding of

invalidity by the Federal Courts in a decision on the merils involving the claim.

For any reexamination ordered on or after November 2, 2002, reliance on previously
cited/considered art, i.e., “old art,” does not necessarily prechide the existence of a substantial
new question of patentability (SNQ) that is based exclusively on that old art. Rather,
determinations on whether a SNQ exists in such an instance shall be based upon a faci-specific
inguiry done on a case-by-case basis, See MPEP 2242,

If a substantial new question of patentability is found as 1o one claim, all claims will be

reexamined during the ex parie reexamination process. See MPEP 2216,

Discussion of the Cited references

10 Sakakida I raises 2 substantial new question of patentability as to claims 1-74 of the
Heller patent.

Sakakida discloses a ferrocene-mediated needle-type glucose sensor wherein glucose
oxidase (redox enzyme) and ferrocene carboxaldehyde (redox compound) were immobilized to
cellulose diacetate (a polymer) on the platinum electrode. The surface of the sensor was covered
with a glucose flux-limiting hydrophobic polyurethane membrane and a biocompatible
hydrophilic polyvinyl alcohol membrane (page 319, Materials and Methods; page 320, Fig. 1).
The oxygen tension does not affect the output current in the ferrocene-mediated glucose sensor

(page 321, 3.1). Furthermore, it requires only one point in situ calibration (page 319, abstract).
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There is a substantial likelihood that a reasonable examiner would consider this teaching
important in deciding whether or not the claims are patentabie. This reference was cited, but was
not applied, during the prosecution of the application which became the Heller patent. It is now
being viewed in a new light or in different ways. Accordingly, this reference raises a substantial
new question of patentability as to claims 1-74, which question has not been decided in a

previous examination of the Heller patent.

11, Sternberg raises a substantial new question of patentability as to claims 1-74 of the
Heller patent.

Sternberg discloses a multilayer needle-type enzyme-based glucose microsensor. More
specifically, glucose oxidase (redox enzyme) covalently coupled to a cellulose acetate layer,
using bovine serum albumin and parabenzoquinone (redox compound) is deposited on the
platinum electrode. The sensor is covered with an outer layer of polyurethane (page 27, abstract;
page 29, Fig. 1). |

There is & substantial likelihood that a reaso;lable examiner would consider this teaching
important in deciding whether or not the claims are patentable. This reference was cited, but was
not applied, during the prosecution of the application which became the Heller patent, -It i5 now
being viewed in 2 new light or in different ways. Accordingly, this reference raises a substantial
new question of patentability as to claims 1-74, which question has not been decided in a

previous examination of the Heller patent.
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12.  Schichiri together with Sakakida (paragraph 10 above) raise a substantial new question
of patentability as to claims 1-74 of the Heller patent.

Schichiri teaches that polyethylene oxide (PEG) membrane is a biocompatibie membrane
comparable to polyviny! alcohol membrane. PEQO membrane has the in vivo characteristics that
its strength of membrane is excellent and the sensor output is good (page 312, Table 2).

There is a substantial fikelihood that a reasonable examiner would consider Schichiri’s
teaching together with the teaching of Sakakida important in deciding whether or not the claims
are patentable. Schichiri was not cited during the prosecution of the application which became
the Heller patent. Accordingly, Schichiri together with Sakakida raise a substantial new question
of patentability as to claims 1-74, which question has not been decided ina previous

examination of the Heller patent.

13, Wilkins (US 4,986,271) raises a substantial new question of patentability as to claims 1-
74 of the Heller patent, |

Wilkins discloses an refillable implantable glucose sensor (Fig. 1} wherein the sensing
layer comprises glucose oxidase covalently cross linked to the modified graphite {column 4,
Example 1) or an electrically conductir;g polymer (column 4, lines 1-4). The sensing layer is in
contact with the working metal electrode (column 3, line 50).

There 15 a substantial likelihood that a reasonable examiner would consider this teaching
important in deciding whether or not the claims are patentable. This reference was cited, but was
not applied during the prosecution of the application which became the Heller patent. It is now

being viewed in a new light or in different ways. Accordingly, this reference raises a substantial
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new question of patentability as to claims 1-74, which question has not been decided in a

previous examination of the Heller patent,

14, Sakakida IT discloses a ferrocene-mediated needle-type glucose sensor wherein glucose
oxidase (redox enzyme) and ferrocene carboxaldehyde (redox compound) were immobilized to
cellulose diacetate (a polymer) on the platinum electrode. The surface of the sensor was covered
with a glucose ﬂu){-}imiting hydrophobic polyu:ethanc mf;mbrane and 2 biocompatible
hydrophilic polyvinyl alcoho! membrans (page 147, Fig 1).

There is a substantial likelihood that a reasonable examiner would consider this teaching
important in deciding whether or not the claims are patentable. This reference was not cited
during the prosecution of the application which became the Heller patent. Accordingly, this
reference raises a substantial new question of patentability as to claims 1-74, which question has

not been decided in a previous examination of the Heller patent,

Extensions of Time

15, Extensions of time under 37 CFR 1.136(a) will not be permitted in these proceedings
because the provisions of 37 CFR 1.136 apply only to "an applicant” and nof to parties in a
reexamination proceeding. Additionally, 35 U.S.C, 305 requirés that ex parfe reexamination
proceedings "will be conducted with special dispatch” (37 CFR 1.550(a)). Extensions of time in

ex parte reexamination proceedings are provided for in 37 CFR 1.550(c).
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Future Amendment

16.  Patent owner is notified that any proposed amendment to the specification and/or claims
in this reexamination proceeding must comply with 37 CFR 1.530(d)-(3), must be formally
presented pursuant to 37 CFR 1.52(a) and (b}, and must contain any fees required by 37CFR

1.20{c).
Future Correspondence

17.  Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Evelyn Huang whose telephone number is 571-272-0686. The

examiner can normally be reached on Tuesday-Friday.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Deborah Jones can be reached on 571-272-1535. The fax phone number for the

organization where this application or proceeding is assigned is 571-273-9900,

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished

applications is available through Private PAIR only. For more information about the PAIR
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system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PATR

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).

All correspondence relating to this ex parte reexamination proceeding should be directed:

By Mail to: Mail Stop ex parte Reexam
Central Reexamination Unit
Office of Patent Lega! Administration
United States Patent & Trademark Office
P.Q. Box 1450
Alexandria, VA 22313-1450

By FAX to: 571-273-9900
Central Reexamination Unit

By Hand to: Customer Service Window
‘ Randolph Building
401 Dulany St.
Alexandria, VA 22314

%u‘anﬁguﬁz/
: Pumary Examiner )

Art Unit 3991
Conferee

Qe
7o
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S/N 05/668,221 PATENT ’]1'
N THE UNITED STATES PATENT AND TRADEMARK OFFICE ’

Appiirant: HFRLLER ET AL. Exumingr: L. Leary

Serial No.: 09/668,221 Group At Unil: 1623

Filed: Septemnber 22, 2000 Docket Mo 12008,6U8Ca

Notice of Allowance  June 4, 2001 Buich Mot H14

Doted: FAX RECE) VE;

Title: SUBCUTANEOUS GLUCDSE ELECTRODE

i) 2 2001

wmtﬁ'uc:i vin Fresimile addracsed 2 Box hsus Fes, Commissivner for Paents, Washingion, [3.C, 20231 un
Iuly £, 2001 ;

By: Ik 2] F e
Name _ROTey | EOLEN

T

23552

FAIEAT TRADIHARKRATIOE

co ICATT

Box ISSUE FEE
Conunissioner for Patznts
‘Washington, D.C, 20231

Deer Sir:

With this communication, the Applicants wish to inform the Lnited States Patent
and Trademurk Office that they recently became nware that the Office has nu evidence of reccipt
of the Information Disclosure Statement and sccorapanying Form 1443 that the applivants filed
on December 22, 2000. Applicants now submii an additional copy of the previously mailed
Inlormation Disclosure Statement and Form 1449 and request that they he considered limcly
filed.

On December 22, 2000 Applicants, through their ettorney ol record, submitted an
formation Disclosure Statoment and accompanying Form 1452, As shown in the attached topy
of the December 22, 2000 submission, the documents were submitted with a Certificate of
Mailing pursuant to 37 C.FR. § 1.8, Althouph Teresa Gerth, the person who exeeuted the
Certificate of Mailing, has since lefl the law fitm representing the Applicants. it has always been
the practice of the law firm to mail any correspondence with the Office under 37 C.F.R. § 1.Bon

the same day that the certificate is executed.

Malch & Retum

CERTIFICALD UNDER 37 GFIL1.6d: The endrrsigned hepsby coifies that this correependencs Iy buing ROUP 800

07/02/01 MON 12:17 [TX/RX KO 9159} Booz
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The Applicants, therefore, respectfolly request that the attached Information
Disclosure Statement ard Form 1449 be deemed timely filed and that the referencas cited therein
be considerce,
Respectinlly submiticd,
MERCHANT & GOULD P.C.
P, O, Box 2503

Minneapolis, MN 55402-0803
Telephone: 612.332.5300

Dated: (jZ-,/,? 2, 2eo] By %ﬂ—‘"“

Tong Wu |f
Reg. No. 43,361

T

FAIRNT FRANMIE O,

Matoh & Return

07/02/01  MON 12:17 ITA/RY HO 03158] @ood




Case 1:05-cv-00590-GMS  Document 48-2

P

JBLIC VERSION

FROM MERCHANT & GOULD

- B oW

Filed 04/06/2006 Page 38 of 63

(oY) 7. 2701 19:20/57 10:19/00, 4260369063 P 4

Reselpt 5 hotby stwmwindged for e followiap in e LS. Parzas snd Tadomrk Offe:
oz Amplization e HELLER BT AL,
Fen FURCUTANTDOUS GLUDDSE ELECTRODE
Dockest Yo 12009 SUES0E Sufal Mno s
Fiel Senterehir 22, Tvg Dur Boe NIA

Date Mot b eszmbey G 200m

Izl St i it Snizp Cenificats nf Mahing
Srtalf extity staluy Bur beon previnely extstiished

informatisn Distlotere Stbkement ¢nd Foem 1420
Relzm pruraal

£

Tutent

Tweitly

Match & Returp

p7/02s01 MON 12:17 [TA/RX N0 81691 [A004
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INTHE ... (ED STATES PATENT AND TRADEMA, . FFICE
Applitant: HELLER ET AL. Examiner: UNKNOWN
Sernl No.: 00/ERE 221 Group Art Unii 1623

¥iled: September 22, 2060 Docken 1200R.GLISCE
Notice of N/A Batch o NIA

Allow, Dabe;

Due Daie: WA

Title: SUBRCUTANEDUS (i1.UCNSE ELECTRODE

CORTIFICATE UNDER 37 CFR 1.8 The undersigned hereby certifies thut this Transmiual
Lener and the paper, as deseribed hereln, are bring deposited in the United States Posta) Service,
us first class mail, with sufficient pastag, In an envelops addressed to: Assisten! Commissioner
far Patents, Wushipgion, D.C. 20231, on ncnmbcri—_};zﬂoo.

Tersss Gerh

Assistant Commissloner for Patents
Washingten, D.C, 20231

Sir
We are rapsmitting herewith the niizehed:

Transmittat Shezt in duplicats containiag Cenificue of Mailing
Small eatity sttus has been previously established

Infarmation Discinsure Statement and Forrm 1447

&) Retumn posteard

Please consider this 2 PETETIGN FOR EXTENSION OF TIME for e sufficicnt number of months to cater these
papers, i appropriate. Pieass charge any addltienal fees or sredit overpayment to Depesit Account No. 132725, A

diplicate of this sheel is enclosed, UL
MERCHANT & GOULD P.C. By: % , ” K

P.D, Box 2503, Minneapolis, MM $5402-0903 Name: Toop We ¥
6123325300 Reg. Nas 43,301
: Tw:ilg
4 i:' ;
I
23552
pATRNT TEADTMELE T

Match & Return

[PTO TRANSMITTAL - GENERAL)

07/02/01 MON 12:17 {TX/RX KD 89158} Hfjoes
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S/N Ub/6BB 221 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Applicant: HELLER ET AL. Examinen URNKNOWN
Serial No.: 05/688,221 Group Al Unit: 1623
Filed: Seplember 22, 2000 Dockel Moo 12008.6U8C6
Title: SUBCUTANEOLS GLUCOSE BL.ECTRODE -

COERTIFICATE UNDER 3T CFR 1.8 The undensigacd terchy ezhifies it this Trntmits) Letlet and ths paphr, 21
dnecribzd hermin, are heing depasited o the Uniles Sutss Porsl Sorvice, as fitn 2 res nad, wilh 1ulizicns puslege, n e
enveione sddrmazd o, Assiaiant Copeniasioner for Patents, Washingion, D.C 30231, 60 December elid ]

g dbagade YITh
Tzl Genh

INFORMATION DISCLOSURE STATEMENT (37 C.F.IR. §1.97(b))

Assistant Comnmissioner for Patents
Washington, D.C. 20231

Digar Sir

With regard w0 the above-jdentiticd spplication, the hems af information listed on
the enclosed Ferm 1440 are brought to the atention of the Exami:‘xer.

This statement should be considersd becanse it is submitted within three months

of the filing date of the ahove-identified application. Accordingiy, no fee is due For

consideration of the items listed on the enclosed Form 1449
In zccordance with 37 C.F.R. §1.95(4). 2 copy of cach dotwment ot other
information Hsted is not provided because it was previously ciled by or submitted 1o the U.S.

Patent and Trademark Office in parent application, U.S. Setial No. 09/356,102 filed on July 16,
1559,

No representation is made that a reference is "prior ad” within the meaning of 35

U.5.C. 85 102 and 103 and Applicants reserve the right, pursuanl to J7CER.EL13Ter

otherwise, to establish that the reference(s) are not “prior art”” Moreover, Applicants do not
Match & Return

§7/02/761 MON 12:17 ETX/RX N9 91591 [H006




Case 1:05-cv-00590-GMS  Document 48-2  Filed 04/06/2006 Page 41 of 63

PUBLIC VERSION

*

.FRDH MERCHANT & GOULD [(MORE 70 2' 10:20/8T t0:19/M0. 4260369883 P 7

represent that a reference has heen thoroughly roviewsd or that any relevance of any portion of a
reference is intended.

Consideration of the items listed is respectfully requested. Pursuant to the
provisions of M.PLE.P. 609, it is requested thot the Examiner remirn @ eopy of the ntiached Form
1449, marked as being considered and initialed by the Examiner, 1o the undersipned with the

next official communication.

Please charpe any additional fees or credit any overpuyment to Deposit Aceouni

No. 13-2725, g

Respectfully submitted,

MERCIIANT & GOULD ..
P.O.Box 2903
Minneapolis, MN 55402-0903
(612} 332-5300
—T
pae Dec. 22, 2000 By;___% 51/- .
- Tong Wl
Reg No. 43,361
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B, li the s1a1us I 1ho seme, pay the FEE DUE shoewn
hove,

A. Pay FEE DUE shown above, or

payment of 172 the FEE DUE shown sbovp,

2.tzsue Feo Trensmilial shovld be completed 2n:d an exira copy of the form should bo submitied.

. All communications regarding Isis application must give appiication number and baieh numbar,
Flease direct ol cemmunleations pror 16 Tssuanca o Box ISSUE FEE unless advised 16 tho connary.

fees when due,
PATEMT AND TRADEMARK OFFICE GOPY

PIGLALS sHEY 13-8% AZpis.od far uop tumsnh GO0, 1065)-0000;

THE APPLICATION IDENTIFIED ABDVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.

THE ISSUE FEE MUST BE PAID WITHIN THREE MONTHS FROM THE BIAILING DATE OF THIS NOTIGE OR THIS
APPLICATION SHALL BE REGARDED AS ABANDONED. THIS STATUTORY PERIOD CANNOT 8E EXTENDED,

8. File verilipd slalernent o} Smal Enlity Slatus belote, of with,

- Pan B-lssue Fee Transmitial showid be compleled ant rellted 1o the Patent and Trademark Qlice (FTO) wilh yout
ISSUE FEE. Zven il the IBSUE FEE has already bagn paid by chasge to deposil account, Pan B Issue Fee Transmil
should be completed and relemed. I you ars charging lhe ISSUE FEE 1o your doposil accounl, section -b” of Part

MPORTANT REANNCER: Ulility palents issuing on applications flled on or afier Dee, 12, 1980 may require payment of
malnlenance fees, H Is palentee's responsibilily to ensure timely payment of mainfenance
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[i Applicatien No, Applicant[s) !
! )
. . D9/588.21 HELLER ET AL. |
; Notice of AUOWEbfhfy Exantinny Ad Unit ”
% Louise M Leary 1€2] §
5 -

~ The MAILING DATE of this communleation SPp2Arz on the cover shcel with the correspontlence ndfress.. ’
All inins being Aliowatle, PROSECUTION ON THE MERITS 1S {CR REMAING] CLOSED in this apphestion ) nel inclyged
+ herevnth (ar proviusly mailed), a Matise of Allovmie and lssue Fee Due or elher asproprizte sommumgaten vali Eo rmaned in due ceutze
THIS HOYICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This applcation is zulyest o vithdrmua fem 155Ut il [ht
irtistire of the Gifice or upoa petition by the sppicant. Sep 37 CFR 1.3132 and I4PEP 1308,

53 Ths commumeation is fresponsive 19 Amenumon! ang Terminn! Disclalmer FFeg 5.20.G1.
i A e dmaam el ipd Mg 07

]
© 1 The oloved claimis) isfare 31275,
3£ Theumwings Fladon____uto seceslable as formal drawings.
4.3 Acknswiodgmant ic made of o ciaim for fereign priotity under 3ISU.5.0. § TiB{s)(dyor ().
el {3 A1 B[ Seme” INone  cofthe:
1 {73 Cerified coples of ihe prionty dotumeals have bach reccived H
2 O] Corelind eoples of (he prictity gecumanis have heen roctivid in Application e — :
3. 0 copies of the mertifiag copies of the prictiiy cacuments hove been toceived I his nelEna stage applicetion o e
mternatiznal Bureau (PCT Rule 17.2{0)
* Cantiiind capivs ol regenvad: e
5,01 Acknowiedgemant is made of a claim for demestic Eissily under 35 U.5.C. § 115{e),

~ppiean; has THREE MOHTHS FROM THE "MAILING DATE" of this comemunization 1o o 2 reply complytag with the requisaments rotet
hufner. Faiture 1o {imsty comply vl resuft In ABANDONMENT of this application  THIS THREE-BIONTH RERIOD IS HOT EXTENDABLE
FOR SUBIAITTING NEW FORMAL DRAVINGS , DR A SURSTITUTE OATH OR DECLABATION, This three-month periad for
eemplying vith the REQGUIREMENT FOR THE DEPOSIT OF BIOLDGICAL LATERIAL Iz exierdaotle under 37 CFR 1.13G(n).

6. votothe altached EXAMINER'S AMENDMENT or NOTICE OF INFORLSL APPLICATION [PTO-153) which OWDS5 EDTOR{ 5} why
H e oath or declaration is cefitiers, A SUBSTITUTE DATH OR DECLARATION IS REQUIRED.
; .
{ 7. 02 sppican MUST submit NEW FORMAL DRAMINGS
; (2153 nsluding changes reguited by the Holice of Drafisporson's Potens Crawing Reviend PTO-848) ltachiog
Y O kerwia or 235 1o Paper Mo, &,
BT inztuding changes required by the proposed drawing carrection fiied » which hize been appraves hy tho examinar
je1[7] Inthuting changes required iy the eliached Examiner’s Ameadment ¢ Comment or In the Offcn ackon of Paperlle |

identllying Indicta such as the application number [see 37 CFR 1.04{c)) shioult be witlen on the dravdings. The dravings
should ke filed as n zeparate paper viih o tronsmittal fetlar addressed 1o the Offictal Drafisperson,

&1 iipte he ahizched Examiner's cemment iegarding REGUIREMENT FOR THE DERDSIT OF BIQLOSICAL LIATERIAL

| Any 1eply 1o thiz Iatter shoutd Inciude, in the upper fight hand comer, the APPLICATION NUMBER {SERIZS CODE 1 BERIAL NUMEER; It
acphcar bas secoived @ Nelics of Alowance and Issue Fez Dut, e ISSUE BATCH FNABER and DATE ofthe 110TICE oF
ALLCWAMCE shoyld alsa be inciuded

i Attachment|s) i
; ) Helize of Reforences Ciod (PTC-BG2) 200 Hatice of informat Fater Applicztisn (PTG 18 %
i 33 natice of Drofperson's Patant Dravang Review (PT0-245) 40] Interdga Summary (FTO-412), Paper He, i
' 500 tnicimation Disclesure Statements {PTC-144D), Paper Mo, . 6] Examiner's AmendmentiComment
, TLJ Examiners Comment Regnrding Requirement fer Daposit 8 Sxaminers Statzmen! at Reascrs for Mllswance I

i Eivlagical Maerial 8] Other . -
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FROAIT (e, G1-04) Haolize af Allowabihly Pad e Pages tiu &




