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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 7876
23506 7590 07/18/2022 | EXAMINER |
GARDNER GROFF & GREENWALD, PC
1640 Powers Ferry Road NGUYEN, VIX
Building 4, Suite 200
Marietta. GA 30067 | ART UNIT | PAPER NUMBER |
3731
| NOTIFICATION DATE | DELIVERY MODE |
07/18/2022 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the
following e-mail address(es):

USPTO@dockettrak.com
patent@ gardnergroff.com
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Commissioner for Patents

United States Patent and Trademark Office
P.O. Box 1450

Alexandria, VA 22313-1450

WWW.Uspto.gov

In re Patent No. 8,840,635 :

Issue Date: September 23, 2014 : DECISION ON PETITION
Application No. 13/675,209 :

Filing or 371(c) Date: November 13, 2012

Attorney Docket No. 2G02.1-453

This is a Notice regarding the request for acceptance of a fee deficiency submission under 37
CFR 1.28(c) filed February 04, 2022.

The Office no longer investigates or rejects original or reissue applications under 37 CFR 1.56.
1098 Off. Gaz. Pat. Office 502 (January 3, 1989). Therefore, nothing in this Notice is intended
to imply that an investigation was done.

The fee deficiency submission under 37 CFR 1.28(c) is ACCEPTED. Accordingly, status as a
small entity has been removed and any future fee(s) submitted must be paid at the undiscounted
rate.

Inquiries related to this communication should be directed to Schene Gray Paralegal Specialist at
(571) 272-2581.

/JOANNE L BURKE/
Lead Paralegal Specialist, OPET
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United States Patent and Trademark Office

Officy of the Chigf Finaneial Qffiver

Document Code ' WFEE
User :Suad Mohammed
Sale Accounting Dale07/06/2022

Sale ltem Reference Number Effective Date
13675209 02/04/2022
Document Number Fee Code Fee Code Description Amount Paid Payment Method
1202276E05571713 1461 1.28(C) SUBMISSIONS - APPLIC  $2,982.00 Salea
FILE FEE
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United States Patent and Trademark Office

Officy of the Chigf Finaneial Qffiver

Document Code ' WFEE
User 87142
Sale Accounting Dale02/09/2022

Sale ltem Reference Number Effective Date

13675209 02/04/2022

Document Number Fee Code Fee Code Description Amount Paid Payment Method
1202229C52013295 1599 MAINTENANCE/PETITION $2,982.00 Credit Card

INTERNAL FEE CODE
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

Www.uspto.gov

| APPLICATION NUMBER | FILING OR 371(C) DATE FIRST NAMED APPLICANT ATTY.DOCKET NO./TITLE REQUEST ID

13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 158124

Acknowledgement of Loss of Entitlement to Entity Status Discount
The entity status change request below filed through Private PAIR on 02/04/2022 has been accepted.

CERTIFICATIONS:
Change of Entity Status:

X Applicant changing to regular undiscounted fee status.

NOTE: Checking this box will be taken to be notification of loss of entitlement to small or micro entity status, as
applicable.

This portion must be completed by the signatory or signatories making the entity status change in accordance
with 37 CFR 1.4(d)(4).

Signature: Daniel S. Hong/
Name: Daniel S. Hong
Registration Number: 77670
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To: 5712733300 From: 7709840098 2-04-22 1:05pm p. 2 of 4

CETVED
mern% FAX CFNTFR

FEB 04 2022

Serial No.: 13/675,209
Attorney Docket No.: 2G02.1-453

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re U.S. Patent No. 8,840,635
Conf. No.: 7876
Serial. No. 13/675,209
Group Art Unit: 3731
Filed: November 13, 2012
Examiner: NGUYEN, Vi X
For: LANCETS WITH IMPROVED COUPLING
FEATURES AND STERILITY CAPS

P A ALY

Commissioner for Patents February 4, 2022
P.O. Box 1450
Alexandria, VA 22313-1450 via Facsimile

1€:¢ i R- 434 1

CORRECTION OF ERROR IN SMALL ENTITY STATUS
AND PAYMENT OF DEFICIENCY ACCORDING TO 37 C.F.R. §1.28(c)

Status as a small entity was established in good faith and small entity fees were
paid in good faith. However, it has been discovered that small entity status was
established in error and the fees identified below were inadvertently paid as a small
entity. Accordingly, pursuant to 37 C.F.R. § 1.28(c), Applicant respectfully submits
herewith an itemization of the total deficiency payment required, including (1) each
particular type of fee that was erroneously paid as a small entity, (2) the current fee
amount for a non-small entity, (3) the small entity fee actually paid and when, (4) the
deficiency owed amount for each fee erroneously paid, and (5) the total deficiency
payment owed. Applicant respectfully submits that the erroneous small entity fee
payments were made without deceptive intent and respectfully requests excuse of this

error.
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To: 5712738300

From: 7709840098

2-04-22

1:05pm  p.

Serial No.: 13/675,209
Attorney Docket No.: 2G02.1-453

FOR [FEE CODE] FEE PAID DATE OF CURRENT FEEFOR | DEFICIENCY
PAYMENT NON-SMALL ENTITY OwED
Utility filing fee $98 11/13/2012 $320 $222
(electronic filing)
[4011]
Utility search fee $310 11/13/2012 $700 $390
[2111]
Utility Examination fee $125 11/13/2012 $800 $675
[2311]
Late filing fee for oath $65 11/13/2012 $160 $95
or declaration [2051]
Extension — 1 month $100 4/1/2014 $220 $120
[2251]
Request for Continued $600 4/1/2014 $1,360 $760
Examination [2801]
Utility appl issue fee $480 8/18/2014 $1,200 $720
[2501]
Maintenance fee due $800 9/18/2018 $2,000 $1,200
at 3.5 years [2551]
Surcharge - 3.5 year $80 9/18/2018 $500 $420
surcharge - late
payment within 6
months [2554]
ToTAL FEES DUE: $4,602

The Commissioner is authorized to charge payment for the above-stated
deficiency, and any additional fees due, to the credit card provided in the Credit Card
Payment Form submitted herewith.

Respectfully submitted,

/Daniel S. Hong/
Daniel S. Hong

Reg. No. 77,670

Customer No. 23506

GARDNER GROFF & GREENWALD, PC
Tel: (770) 984-2300

Fax: (770)984-0098
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FEB 04 2022

Date: 2/4/2022
To: 5712738300
From: 7709840098

Subject: Change in Entity Status (2G02.1-453)

Thank you & best regards,

Roseanne J. McCleskey

Intellectual Property Legal Assistant

[email-footer]

Gardner Groff & Greenwald, PC

1640 Powers Ferry Road

Building 4, Suite 200

Marietta, Georgia 30067

770.984.2300 Main

770.984.0098 Fax

https://linkprotect.cudasvc.com/url?a=http%3a%2f%2fwww.gardnergroff.com&c=E, 1,zK4UXQe02tH
P5jKH-
NWySqwnDTF_GzUb8CM8yaO1WgrDvRQB18FbjjallsWc209eBZizai TDuFyv1JEMOvccVGVq_mdDxuM3koVZ0k
RJzus&typo=1
<https://linkprotect.cudasvc.com/url 2a=http%3a%2f%2fwww.gardnergroff.com%2f&c=E,1, WuCdyPvSYw
FuX1ernFoN8GxghS-0ZILt60y_Cv2BWWE7xIAqu2waYo8-qpjSucVewevi5ShmQ3iR-
wDpcZoSCI1sNSZ3LfBrexF4fkpBh2_B5B7mHX0q3t70rTDA&typo=1>

Follow Gardner Groff on Facebook<https://www.facebook.com/GardnerGroffIP/> and/or
LinkedIn<https://www.linkedin.com/company/gardner-groff-greenwald&villanueva-pc>

Connect with me on LinkedIn<https://www.linkedin.com/in/roseanne-mccleskey-7aa41984/>

This e-mail message and any attachments may contain privileged, confidential legal communications,
attorney work product, and/or trade secrets solely for the use of the intended recipient. If the reader of this
message is not the intended recipient, any reading, distribution, copying or other use of this message is
prohibited; you should delete this message from all locations, and advise the sender at 770-984-2300 or by
electronic mail. If you have not executed an engagement letter or fee contract with our firm, we do NOT
represent you as your attorney and are NOT providing you with legal advice. You are encouraged to retain
counsel of your choice if you desire to do so. Most legal rights have time limits, and rights can be lost if
timely action is not taken. This email does not constitute advice on the application of time limitation periods
unless expressly stated above. Unless we are retained as your attorney we are not responsible for
monitoring or advising you of applicable deadlines. All rights of the sender for violations of confidentiality
and privileges applicable to this email and any attachments are expressly reserved. Thank you.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.0O. Box 1450

Alexandria, Virginia 22313-1450

WWW USPIO gov

| APPLICATION NO. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
13/675,209 09/23/2014 8840635 2G02.1-453 7876
23506 7590 09/03/2014

GARDNER GROFF GREENWALD & VILLANUEVA. PC
2018 POWERS FERRY ROAD

SUITE 800

ATLANTA, GA 30339

ISSUE NOTIFICATION

The projected patent number and issue date are specified above.

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)
(application filed on or after May 29, 2000)

The Patent Term Adjustment is 0 day(s). Any patent to issue from the above-identified application will include
an indication of the adjustment on the front page.

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that
determines Patent Term Adjustment is the filing date of the most recent CPA.

Applicant will be able to obtain more detailed information by accessing the Patent Application Information
Retrieval (PAIR) WEB site (http://pair.uspto.gov).

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the
Office of Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee
payments should be directed to the Application Assistance Unit (AAU) of the Office of Data Management
(ODM) at (571)-272-4200.

APPLICANT(s) (Please see PAIR WEB site http://pair.uspto.gov for additional applicants):

Lauren R. PUSEY, Woodstock, GA;

Brian M. COLLINS, Denver, CO;

Christopher J. RUF, Marietta, GA;

Nicholas H. REAVES, Atlanta, GA;

Jonathan W. SANDERS, Portage, MI;

FACET TECHNOLOGIES, LLC, Kennesaw, GA

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location
for business investment, innovation, and commercialization of new technologies. The USA offers tremendous
resources and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation
works to encourage and facilitate business investment. To learn more about why the USA is the best country in
the world to develop technology, manufacture products, and grow your business, visit SelectUSA.gov.

IR103 (Rev. 10/09)
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PART B - FEE(S) TRANSMITTAL

Complete and send this form, together with applicable fee(s), to: Majl Mail Stop ISSUE FEE
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

INSTRUCTIONS: This form should be used for lransmitting the ISSUE FEE and PUBLICATION FEE (if mquimdteBlocks 1 through 5 should be completed where
appropriate. All further comespondence including the Patent, advance arders and notification of maintenance fees will be mailed to the current correspondence address as
:?m;c;:::dmucx;lg: Wotiﬁ C;e# below or directed otherwise in Block 1, by (a) specifying a rew correspondence address; and/or (b) indicating a separate " ADDRESS" for

n n ons.

!Igecz(z:)% ce:tiﬁ_cu:tle 'f.‘lfu mailiqg can only be b:sededf?r dome;&; mailings of the

5) Transmittal. This Icate cannot be used for an; r accompanyi

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for ay change of address) ﬂaper_s. Each additional paper, such as an assignment or %ormal drawing, r)x,:ll?‘si
ave its own certificate of mailing or transmission.

Certificate of Mailing or Transmission

23506 7550 06/03/2014 . t g or Tral -
1 hereby certify that this Fee(s) T 1is being deposited with ited

GARDNER GROFF GREENWALD & VILLANUEVA.PC  Stacs Bosal Service witr 5 igcé%gi‘é‘él:éé’gc'sgr i) gﬁ‘;’s“;anih anmt;nyenll(:

& SSe! (] \] 0] i i
g%l EFEP'%XVOERS FERRY ROAD transmitted to the USPTO (571) 273-2885, on the date indicated below.
ATLANTA, GA 30339 Bradley K. Groff (Depositors nzme)
—
August 15, 2014 ° )
| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. I
134675209 11/13/2012 Lauren R. PUSEY 2G02.1-453 1876

TITLE OF INVENTION: LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

r APPLN.TYPE | ENTITY STATUS | ISSUEFEEDUE | PUBLICATION FEE DUE IFRBV.PAIDISSUEFEE TOTAL FEE(S) DUE | DATE DUE

nonprovisional SMALL $480 S0 $0 3480 09/0372014
[ EXAMINER | ART UNIT | casssucLass |
NGUYEN, VIX 3731 606-182000
1. Change of correspondence address or indication of “Fee Address" (37 2. For printing on the patent front page, list
CFEIIS‘: 3). ¢ dence addcess (or Change of C 4 (1) The n%)n}:le‘s ai:f up to 31 registered patent attorneys 1 GARDNER GROFF
ange of correspondence address (or ge of Correspondence or agents ternatively,

Address form PTO/SB/122) attached. (2) The name of a single firm (having as & membeca 2 GREENWALD &

[J "Fee Address" indication (or "Fee Address" Indication form registered attorney or agent) and the names of up to

PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer 2 registered patenl attorneys or agents. If no name is 3 VILLANUEVA, PC

Number is required. listed, no name will be printed.

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (priat or type)
PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for

recordation as set forth in 37 3.11. Completion of this form is NOT a substitute for filing an assignment.
(A) NAME OF ASSIGNEE . (B) RESIDENCE: (CITY and STATE OR COUNTRY)
Facet Technologies, LLC Kennesaw, Georgia

Please check the appropriate assignee category or categories (will not be printed on the patent) : O Individual Corporation or other private group entity O Government

4a. ollowing fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)
Tssue Fee % check is enclosed.
Publication Fee (No small entity discount permitted) ayment by credit card. Form PTO-2038 is attached.
O Advance Order - # of Copics e Director is hereby authorized to chatgwgs). any deficiency, or credits any
overpayment, to Deposit Account Number - enclose an extra copy of this form).
5. Change in Entity Status (from status indicated above)
Q Applicant certifying micro entity status. See 37 CFR 1.29 m Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
ee payment in the micro entity amount will not bé accepted at the risk of application abandonment.
D Applicant asserting small entity status. See 37 CFR 1.27 N_(E_‘E‘ If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.
Q Applicant changing to regular undiscounted fee status. NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

NOTE: This form must be signed in rdance with 37 C

1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

1 LV bucAugust 18, 2014
radlev K GI'Off Registration No. 39:695

Authorized Signature

Typed or printed name

Page 2 of 3
PTOL-85 Part B (10-13) Approved for use through 10/31/2013. OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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Electronic Patent Application Fee Transmittal

Application Number: 13675209

Filing Date: 13-Nov-2012

Title of Invention: LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS
First Named Inventor/Applicant Name: Lauren R. PUSEY

Filer: Bradley Groff/Roseanne Hall

Attorney Docket Number: 2G02.1-453

Filed as Small Entity

Utility under 35 USC 111(a) Filing Fees

Description Fee Code Quantity Amount Sullaj-s'l';(tsa)l in

Basic Filing:
Pages:
Claims:
Miscellaneous-Filing:
Petition:
Patent-Appeals-and-Interference:
Post-Allowance-and-Post-Issuance:

Utility Appl Issue Fee 2501 1 480 480

Extension-of-Time:

LifeScan, Inc.. Ex. 1003 - Page 11
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o ] Sub-Total in
Description Fee Code Quantity Amount USD($)
Miscellaneous:
Total in USD ($) 480
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Electronic Acknowledgement Receipt

EFS ID: 19892817
Application Number: 13675209
International Application Number:
Confirmation Number: 7876
Title of Invention: LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS
First Named Inventor/Applicant Name: Lauren R. PUSEY
Customer Number: 23506
Filer: Bradley Groff/Roseanne Hall
Filer Authorized By: Bradley Groff
Attorney Docket Number: 2G02.1-453
Receipt Date: 18-AUG-2014
Filing Date: 13-NOV-2012
Time Stamp: 16:20:11
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type Credit Card
Payment was successfully received in RAM $480
RAM confirmation Number 2722
Deposit Account 501513
Authorized User GROFF, BRADLEY K

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:
Charge any Additional Fees required under 37 C.F.R. Section 1.16 (National application filing, search, and examination fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.17 (Patent application and reexamination processing fees)
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Charge any Additional Fees required under 37 C.F.R. Section 1.20 (Post Issuance fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.21 (Miscellaneous fees and charges)

File Listing:

File Size(Bytes)/ Multi Pages
Message Digest | Part/.zip| (ifappl.)

Document

Document Description File Name
Number P

108615
1 Issue Fee Payment (PTO-85B) 19_lssue_Fee_Transmittal.pdf no 1

35b8a34a0b942a3866b9fedcc94dc5d6a5h)
a91cl

Warnings:

Information:

30469
2 Fee Worksheet (SB06) fee-info.pdf no 2

506e80b1340ab11ch8eb7e51810c1fac6b0)
911a9

Warnings:

Information:

Total Files Size (in bytes):| 139084

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application asa
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW. USP[O gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

23506 7500 06/03/2014 | EXAMINER |
GARDNER GROFF GREENWALD & VILLANUEVA. PC NGUYEN, VIX
2018 POWERS FERRY ROAD
SUITE 800 | ART UNIT PAPER NUMBER |
ATLANTA, GA 30339 3731

DATE MAILED: 06/03/2014

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. | ~ CONFIRMATION NO.

13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 7876

TITLE OF INVENTION: LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

APPLN. TYPE ENTITY STATUS ISSUE FEE DUE PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE

nonprovisional SMALL $480 $0 $0 $480 09/03/2014

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.
PROSECUTION ON THE MERITS IS CLOSED. THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS.
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308.

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS
STATUTORY PERIOD CANNOT BE EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES
NOT REFLECT A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS
PREVIOUSLY BEEN PAID IN THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM
WILL BE CONSIDERED A REQUEST TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOWARD THE ISSUE FEE NOW
DUE.

HOW TO REPLY TO THIS NOTICE:

I. Review the ENTITY STATUS shown above. If the ENTITY STATUS is shown as SMALL or MICRO, verify whether entitlement to that
entity status still applies.

If the ENTITY STATUS is the same as shown above, pay the TOTAL FEE(S) DUE shown above.

If the ENTITY STATUS is changed from that shown above, on PART B - FEE(S) TRANSMITTAL, complete section number 5 titled
"Change in Entity Status (from status indicated above)".

For purposes of this notice, small entity fees are 1/2 the amount of undiscounted fees, and micro entity fees are 1/2 the amount of small entity
fees.

II. PART B - FEE(S) TRANSMITTAL, or its equivalent, must be completed and returned to the United States Patent and Trademark Office
(USPTO) with your ISSUE FEE and PUBLICATION FEE (if required). If you are charging the fee(s) to your deposit account, section "4b"
of Part B - Fee(s) Transmittal should be completed and an extra copy of the form should be submitted. If an equivalent of Part B is filed, a
request to reapply a previously paid issue fee must be clearly made, and delays in processing may occur due to the difficulty in recognizing
the paper as an equivalent of Part B.

III. All communications regarding this application must give the application number. Please direct all communications prior to issuance to
Mail Stop ISSUE FEE unless advised to the contrary.

IMPORTANT REMINDER: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due.
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PART B - FEE(S) TRANSMITTAL

Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where
appropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as
indicated unless corrected below or directed otherwise in Block 1, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for
maintenance fee notifications.

Note: A certificate of mailing can only be used for domestic mailings of the
Fee(s) Transmittal. This certificate cannot be used for any other accompanying

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) apers. Each additional paper, such as an assignment or formal drawing, must
Eave its own certificate of mailing or transmission.

Certificate of Mailing or Transmission

23506 7590 06/03/2014 I hereby certify that this Fee(s) Transmittal is being deposited with the United
GARDNER GROFF GREENWALD & VILLANUEVA. PC S(tje(liles Pc(njstal Sde;rvice vlvilh sufficient postage gor first Iglass mailbin an ?nvelopie
addressed to the Mail Stop ISSUE FEE address above, or being facsimile

g%lg E%?’)‘(’)ERS FERRY ROAD transmitted to the USPTO (571) 273-2885, on the date indicated below.

(Depositor's name)

ATLANTA, GA 30339

(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 7876
TITLE OF INVENTION: LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS
| APPLN. TYPE ENTITY STATUS I ISSUE FEE DUE I PUBLICATION FEE DUE I PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional SMALL $480 $0 $0 $480 09/03/2014
| EXAMINER | ART UNIT I CLASS-SUBCLASS |
NGUYEN, VIX 3731 606-182000
1. Change of correspondence address or indication of "Fee Address" (37 2. For printing on the patent front page, list
CFR 1.363). . 1
(1) The names of up to 3 registered patent attorneys
[ Change of correspondence address (or Change of Correspondence or agents OR, alternatively,
Address form PTO/SB/122) attached. . 8 . 2
(2) The name of a single firm (having as a member a
[J "Fee Address” indication (or "Fee Address" Indication form registered attorney or agent) and the names of up to
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer 2 registered patent attorneys or agents. If no name is 3
Number is required. listed, no name will be printed.

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for
recordation as set forth in 37 CFR 3.11. Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)

Please check the appropriate assignee category or categories (will not be printed on the patent) : [ Individual [ Corporation or other private group entity [ Government

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)
[ Issue Fee [ A check is enclosed.
[ Publication Fee (No small entity discount permitted) | Payment by credit card. Form PTO-2038 is attached.
[ Advance Order - # of Copies [ The Director is hereby authorized to charge the required fee(s), any deficiency, or credits any
overpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)

d Applicant certifying micro entity status. See 37 CFR 1.29 NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.
(| Applicant asserting small entity status. See 37 CFR 1.27 NOTE: If the application was previously under micro entity status, checking this box will be taken

to be a notification of loss of entitlement to micro entity status.

(| Applicant changing to regular undiscounted fee status. NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

NOTE: This form must be signed in accordance with 37 CFR 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

Authorized Signature Date
Typed or printed name Registration No.
Page 2 of 3
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW. USP[O gov

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKETNO. | CONFIRMATION NO. |
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 7876
23506 7590 06/03/2014 | EXAMINER |
GARDNER GROFF GREENWALD & VILLANUEVA. PC NGUYEN, VI X
2018 POWERS FERRY ROAD
SUITE 800 | ART UNIT PAPER NUMBER |
ATLANTA, GA 30339 3731

DATE MAILED: 06/03/2014

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)
(Applications filed on or after May 29, 2000)

The Office has discontinued providing a Patent Term Adjustment (PTA) calculation with the Notice of Allowance.

Section 1(h)(2) of the AIA Technical Corrections Act amended 35 U.S.C. 154(b)(3)(B)(i) to eliminate the
requirement that the Office provide a patent term adjustment determination with the notice of allowance. See
Revisions to Patent Term Adjustment, 78 Fed. Reg. 19416, 19417 (Apr. 1, 2013). Therefore, the Office is no longer
providing an initial patent term adjustment determination with the notice of allowance. The Office will continue to
provide a patent term adjustment determination with the Issue Notification Letter that is mailed to applicant
approximately three weeks prior to the issue date of the patent, and will include the patent term adjustment on the
patent. Any request for reconsideration of the patent term adjustment determination (or reinstatement of patent term
adjustment) should follow the process outlined in 37 CFR 1.705.

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be
directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or (571)-272-4200.
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OMB Clearance and PRA Burden Statement for PTOL-85 Part B

The Paperwork Reduction Act (PRA) of 1995 requires Federal agencies to obtain Office of Management and
Budget approval before requesting most types of information from the public. When OMB approves an agency
request to collect information from the public, OMB (i) provides a valid OMB Control Number and expiration
date for the agency to display on the instrument that will be used to collect the information and (ii) requires the
agency to inform the public about the OMB Control Number’s legal significance in accordance with 5 CFR
1320.5(b).

The information collected by PTOL-85 Part B is required by 37 CFR 1.311. The information is required to obtain
or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary
depending upon the individual case. Any comments on the amount of time you require to complete this form
and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box
1450, Alexandria, Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to
respond to a collection of information unless it displays a valid OMB control number.

Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the
requirements of the Act, please be advised that: (1) the general authority for the collection of this information is
35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which
the information is used by the U.S. Patent and Trademark Office is to process and/or examine your submission
related to a patent application or patent. If you do not furnish the requested information, the U.S. Patent and
Trademark Office may not be able to process and/or examine your submission, which may result in termination of
proceedings or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1. The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from this system of records
may be disclosed to the Department of Justice to determine whether disclosure of these records is required
by the Freedom of Information Act.

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence
to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of
settlement negotiations.

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a
request involving an individual, to whom the record pertains, when the individual has requested assistance
from the Member with respect to the subject matter of the record.

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having
need for the information in order to perform a contract. Recipients of information shall be required to
comply with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m).

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of
records may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property
Organization, pursuant to the Patent Cooperation Treaty.

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes
of National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C.
218(c)).

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General
Services, or his/her designee, during an inspection of records conducted by GSA as part of that agency's
responsibility to recommend improvements in records management practices and programs, under authority
of 44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance with the GSA regulations
governing inspection of records for this purpose, and any other relevant (i.e., GSA or Commerce) directive.
Such disclosure shall not be used to make determinations about individuals.

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication
of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a
record may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the
record was filed in an application which became abandoned or in which the proceedings were terminated
and which application is referenced by either a published application, an application open to public
inspection or an issued patent.

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Application No. Applicant(s)
13/675,209 PUSEY ET AL.
: T H i i AlA (First Inventor to
Notice of Allowability \En’é?é'r"ﬂgﬂyen Q;‘mun“ Filo) Status
No

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1. X This communication is responsive to Applicant's RCE filed on 4/1/14.
Oa declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2. [] An election was made by the applicant in response to a restriction requirement set forth during the interview on ; the restriction
requirement and election have been incorporated into this action.

3. X The allowed claim(s) is/are 1.2.4-9 and 19-28. As a result of the allowed claim(s), you may be eligible to benefit from the Patent
Prosecution Highway program at a participating intellectual property office for the corresponding application. For more information,
please see hitp//www. uspto.gov/patents/init _events/pph/index.jsp or send an inquiry to EPHisedback@uspto.aoy .

4. [] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:

a)[dJ Al b)[J Some *c) ] None of the:
1. [ Certified copies of the priority documents have been received.
2. [] Certified copies of the priotity documents have been received in Application No.
3. [[] Copies of the certified copies of the priority documents have been received in this national stage application from the

International Bureau (PCT Rule 17.2(a)).
* Certified copies not received: _

Applicant has THREE MONTHS FROM THE “MAILING DATE” of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5. [] CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.
[0 including changes required by the attached Examiners Amendment / Comment or in the Office action of

Paper No./Mail Date .

Identifying indicia such as the application humber (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6. [] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1. [ Notice of References Cited (PTO-892) 5. [X] Examiner's Amendment/Comment

2. [J Information Disclosure Statements (PTO/SB/08), 6. [] Examiner's Statement of Reasons for Allowance
Paper No./Mail Date

3. [[] Examiner's Comment Regarding Requirement for Deposit 7. [] Other .

of Biological Material
4. [] Interview Summary (PTO-413),
Paper No./Mail Date .

/Victor Nguyen/
Primary Examiner, Art Unit 3731

U.S. Patent and Trademark Office
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20140516

LifeScan, Inc.. Ex. 1003 - Page 19
LifeScan, Inc. v. Facet Technologies LLC
IPR2023-00712 - U.S. Patent No. 8,840,635




Application/Control Number: 13/675,209 Page 2
Art Unit: 3731

EXAMINER’S AMENDMENT

1. An examiner’'s amendment to the record appears below. Should the changes
and/or additions be unacceptable to applicant, an amendment may be filed as provided
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be
submitted no later than the payment of the issue fee.

Authorization for this examiner's amendment was given in a telephone interview
with Mr. Bradley Groff on 05/14/14.

The application has been amended as follows:

Claims 10-18 are now cancelled.

Claims 1,2,4-9, 19-28 are allowed.

This notice of allowance is responsive to applicant’s amendment filed on 4/1/14.
The amendment and remarks, pages 1-4, filed therein has overcome the rejection of
independent claims 1, 19, 24 under 35 U.S.C. 102(b) by Gorbahn. Therefore, the
rejections of the claims have been withdrawn.

CONCLUSION

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to VICTOR NGUYEN whose telephone number is (571)
272-4699. The examiner can normally be reached on M-F/8:00 AM - 5:00 PM.

If attempts to reach the examiner by telephone are unsuccessful, please contact
the examiner’s supervisor, TOM HUGHES, at (571) 272-4357. The fax phone number

for the organization where this application or proceeding is assigned is 571-273-8300.
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Application/Control Number: 13/675,209 Page 3
Art Unit: 3731

If there are any inquiries that are not being addressed by first contacting
the Examiner or the Supervisor, you may send an email inquiry to
TC3700_Workgroup_D_Inquiries@uspto.gov.

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 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/Victor Nguyen/
Primary Examiner, Art Unit 3731
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW. USP[O gov

BIB DATA SHEET
CONFIRMATION NO. 7876

SERIAL NUMBER FILINgAgrliE 371(c) CLASS GROUP ART UNIT ATTORN"IlE(\)(.DOCKET
13/675,209 11/13/2012 606 3731 2G02.1-453
RULE
APPLICANTS
FACET TECHNOLOGIES, LLC, Kennesaw, GA
INVENTORS

Lauren R. PUSEY, Woodstock, GA;
Brian M. COLLINS, Denver, CO;
Christopher J. RUF, Marietta, GA;
Nicholas H. REAVES, Atlanta, GA;
Jonathan W. SANDERS, Portage, M,

*k CONTINUING DATA kkkkkhkkkhkkkkhkkhkkkhkkkkhks
This application is a DIV of 13/293,409 11/10/2011
which is a DIV of 12/510,701 07/28/2009 ABN
which claims benefit of 61/084,456 07/29/2008

*k FOREIGN APPLICATIONS kkkkkkkkkhhkkhkkkkkkkkkhksk
** IF REQUIRED, FOREIGN FILING LICENSE GRANTED ** ** SMALL ENTITY **

12/04/2012
Foreign Priorty caimed [ Yes Mo STATEOR | SHEETS | TOTAL |INDEPENDENT
35 USC 119(a-d) conditions met [ Yes bd/No | ([ Netafter COUNTRY |DRAWINGS | CLAIMS CLAIMS
Aeknowiodged BRI SgrES T GA 9 18 2
ADDRESS

GARDNER GROFF GREENWALD & VILLANUEVA. PC
2018 POWERS FERRY ROAD

SUITE 800

ATLANTA, GA 30339

UNITED STATES

TITLE
LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS
Q All Fees
U 1.16 Fees (Filing)

FILING FEE FEES: Authority has been given in Paper

RECEIVED |No. o charge/credit DEPOSIT ACCOUNT |9 1.17 Fees (Processing Ext. of time)
598 No. for following: 1 1.18 Fees (Issue)
Q Other
U Credit

BIB (Rev. 05/07)
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EAST Search History

EAST Search History
EAST Search History (Prior Art)

Ref iHits {{Search Query DBs Default i{Plurals jTime
# Operator Stamp

L1 4 (sheath) and (grip$4 with handle)AND us- OR ON 2014/05/16
(cap)and (lancet).cim. PGPUB; 10:00
USPAT;
USCOCR;
EPO; JPO;
DERWENT

S 8 "510701".ap. us OR ON 2011/11/16
PGPUB; 15:40
USPAT:;
USOCR,;
FPRS;
EPO; JPO;
DERWENT

2 8 pusey with lauren.in. us OR ON 2011/11/16
PGPUB; 16:51
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT

S3 897 1i606/181.ccls. us OR ON 2011/11/16
PGPUB; 17:16
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT

% 640 {S3 and @pd<"20080729" us- OR ON 2011/11/16
PGPUB; 17:17
USPAT:;
USOCR,;
FPRS;
EPO; JPO;
DERWENT

Sh 92 4 and (coupling with member) us OR ON 2011/11/16
PGPUB; 17:17
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT

S6 0 S5 and d-shaped us OR ON 2011/11/16
PGPUB; 17:18
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT

S7 75 S5 and resilient Uus OR ON 2011/11/16
PGPUB; 17:18

file:///Cl/Users/vnguyenl0/Documents/e-Red %20Folder/13675209/EASTSearchHistory.13675209_AccessibleVersion.htm[5/16/2014 10:02:17 AM]

LifeScan, Inc.. Ex. 1003 - Page 23
LifeScan, Inc. v. Facet Technologies LLC
IPR2023-00712 - U.S. Patent No. 8,840,635



EAST Search History

USPAT;
USCCR,;
FPRS;
EPO; JPO;
DERWENT

8 2 "2007185515" us- OR ON 2011/11/18
PGPUB; 10:42
USPAT;
USCCR,;
FPRS;
EPO; JPO;
DERWENT

39 4 "2007130830" us OR ON 2011/11/18
PGPUB; 10:43
USPAT;
USCCR,;
FPRS;
EPO; JPO;
DERWENT

S10 4 "2006052809" us OR ON 2011/11/18
PGPUB; 10:44
USPAT;
USCCR;
FPRS;
EPO; JPO;
DERWENT

S11 5 "2007097283" us- OR ON 2011/11/18
PGPUB; 10:45
USPAT;
USCCR,;
FPRS;
EPO; JPO;
DERWENT

S12 2 "2007185515" us- OR ON 2011/11/18
PGPUB; 10:45
USPAT,;
USCCR,;
FPRS;
EPO; JPO;
DERWENT

S13 2 "20090143810" us OR ON 2011/11/18
PGPUB; 10:58
USPAT;
USCCR;
FPRS;
EPO; JPO;
DERWENT

S14 i3 "20080119883" us OR ON 2011/11/18
PGPUB; 12:15
USPAT;
USOCR,;
FPRS;
EPO; JPO;
DERWENT

S15 2 "7322996".pn. us OR ON 2011/11/18
PGPUB; 12:16
USPAT,;
USOCR,;
FPRS;
EPO; JPO;
DERWENT
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EAST Search History

S16 39

("1135465" | "1487791" | "20020004196"
| "20020040230" | "20030109895" |
"4360016" | "4388925" | "4416279" |
"4503856" | "4527561" | "4627445" |
"4794926" | "4858607" | "4924879" |
"4976724" | "5318584" | "5324303" |
"5356420" | "5368047" | "5439473" |
"5554166" | "5569287" | "5613978" |
"5628765" | "5730753" | "5741288" |
"5755733" | "5857983" | "5916230" |
"5951582" | "5971941" | "6042595" |
"6045567" | "6306152" | "6364890" |
'6602268" | "6866641").PN.

us

PGPUB;
USPAT;
USOCR

OR

ON 2011/11/18
12:47

S17 §6

"293409".ap.

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON 2012/10/22
09:27

S18 32

"5755733".pn.

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON 2012/10/22
10:42

S19 §2

'6602268".pn.

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON 2012/10/22
10:46

S20 2

(lancet) and (curved near2 contour) and
(trough) and (crest)

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON 2012/10/22
10:48

S21 {19

(lancet) and (curved near2 contour)

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON 2012/10/22
10:48

S22 43

1 and crest

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON 2012/10/22
10:49

S23 88

(lancet) and (trough) and (crest)

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON 2012/10/22
10:50

S24 347

S23 and (disc or flange)

us-
PGPUB;
USPAT;
USOCR,;
EPO; JPO;

OR

ON 2012/10/22
10:51

DERWENT
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EAST Search History

25 {7 4 and contour us OR ON 2012/10/22
PGPUB; 10:51
USPAT,;
USCCR,;
EPO; JPO;
DERWENT
S26 i3 "4858607".pn. us OR ON 2012/10/22
PGPUB; 11:28
USPAT,;
USCCR,;
EPO; JPO;
DERWENT
S27 i3 "4858607".pn. us OR ON 2013/04/04
PGPUB; 09:03
USPAT,;
USCCR,;
EPO; JPO;
DERWENT
528 i3 (lancet with body) and (curved with us OR ON 2013/04/04
wave) and (contour) PGPUB; 09:26
USPAT,;
USCCR,;
EPO; JPO;
DERWENT
S29 2 "5755733".pn. us OR ON 2013/04/04
PGPUB; 09:37
USPAT,;
USCCR,;
EPO; JPO;
DERWENT
S30 9 "675209".ap. us OR ON 2013/06/20
PGPUB; 08:27
USPAT,;
USCCR;
EPO; JPO;
DERWENT
S31 {76 ("20030109895" | "20040059365" | us OR ON §2013/06/20
"20060052809" | "20070083222" | PGPUB; 108:43
"2839056" | "3358689" | "4577630" | USPAT,;
"4858607" | "4889117" | "4990154" | USOCR,;
"5314442" | "5324303" | "5385571" | EPO; JPO;
"5454828" | "5569286" | "5755733" | DERWENT
"5868772" | "6299626" | "6322574" |
"6589261" | "6723111" | "6945982" |
| | |
| | |

"7150755" | "7357808" | "7655017"
"7670301" | "7955347" | "7955348"
"D445183" | "D484244" | "D493527" |
"D533943" | "D535397" | "D562980" |
"D567944" | "D570478" | "D581046" |
"D586465" | "D586916").PN.

S32 167 $31 and @pd< "20080729" us- OR ON 12013/06/20
PGPUB; #08:43
USPAT;
USOCR;
EPO; JPO;
DERWENT

S33 i1 S32 and sheath us OR ON 2013/06/20
PGPUB; 08:44
USPAT;
USOCR;
EPO; JPO;
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EAST Search History

. DERWENT | | |
S34 69 ("3030959" | "3358689" | "4375815" | us OR ON 2013/06/20
"4379456" | "4388925" | "4414975" | PGPUB; 08:50
"4416279" | "4442836" | "4449529" | USPAT;
"4452243" | "4462405" | "4469110" | USCOCR
"4503856" | "4514609" | "4517978" |
"4527561" | "4535769" | "4539988" |
"4545376" | "4553541" | "4577630" |
"4580564" | "4580565" | "4610667" |
"4616649" | "4624253" | "4648408" |
"4653513" | "4658821" | "4676244" |
"4677979" | "4712548" | "4715374" |
"4735203" | "4738261" | "4794926" |
"4817603" | "4844095" | "4856515" |
"4858607" | "4869249" | "4889117" |
"4892097" | "4924879" | "4976724" |
"4990154" | "4994068" | "4995402" |
"5026388" | "5047044" | "5074872" |
"5100427" | "5105823" | "56133730" |
"5147375" | "5207699" | "5314442" |
"5356420" | "5366469" | "5366470" |
"5397334" | "5439473" | "b487748" |
"5514152" | "5527334" | "6554166" |
"Re32922").PN.
S35 #1569 #("5755733").URPN. USPAT OR ON 2013/06/20
08:57
S36 i3 "4994068".pn. us OR ON 2013/06/20
PGPUB; 09:05
USPAT;
USCCR;
EPO; JPO;
DERWENT
S37 i3 "3358689".pn. us- OR ON 2013/06/20
PGPUB; 09:06
USPAT;
USCCR;
EPO; JPO;
DERWENT
S38 13 pusey with lauren.in. us- OR ON 2013/06/20
PGPUB; 09:06
USPAT;
USCCR;
EPO; JPO;
DERWENT
S39 {1491 {i606/181,182.ccls. us- OR ON 2013/06/20
PGPUB; 09:09
USPAT;
USCCR;
EPO; JPO;
DERWENT
$40 §922 S39 and @pd< "20080729" us- OR ON 2013/06/20
PGPUB; 09:09
USPAT;
USCCR,;
EPO; JPO;
DERWENT
4130 $40 and (sheath) and (open with loop) us OR ON 2013/06/20
PGPUB; 09:10
USPAT;
USCCR,;
EPO; JPO;
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L pewe] 1|

$42 {25 iS40 and (sheath)and (handle) us- OR ON 2013/06/20
PGPUB; 09:10
USPAT;
USOCR;
EPO; JPO;
DERWENT

43 2 "5755733".pn. us- OR ON 2013/06/20
PGPUB; 09:20
USPAT;
USQOCR;
EPO; JPO;
DERWENT

$44 43 (primary with sheath) and (secondary us- OR ON 2013/06/20
with sheath) and (handle with loop) and {{PGPUB; 09:25
(sharp with tip) and (needle) USPAT;
USOCR,;
EPO; JPO;
DERWENT

45 2 "5755733".pn. us- OR ON 2013/09/11
PGPUB; 10:31
USPAT;
USQOCR;
EPO; JPO;
DERWENT

46 7 "293409".ap. us- OR ON 2013/09/11
PGPUB; 10:43
USPAT;
USQOCR;
EPO; JPO;
DERWENT

A7 {7 "293409".ap. us- OR ON 2013/09/30
PGPUB; 14:05
USPAT;
USOCR;
FPRS;
EPO; JPO;
DERWENT

348 {7 (lancet with body) and (trough) and us- OR ON 2013/09/30
(crest) PGPUB; 15:10
USPAT;
USCOCR;
EPO; JPO;
DERWENT

$49 4 (lancet with body) and (trough) and us- OR ON 2013/09/30
(crest)and (holder or receiver) PGPUB; 15:15
USPAT;
USOCR;
EPO; JPO;
DERWENT

S50 38 (hollow with needle) and (curved with us- OR ON 2013/10/01
way) and (contour) and (trough) and PGPUB; 08:43
(crest) USPAT;
USOCR;
EPO; JPO;
DERWENT

Sh1 i3 (lancet with body) and (curved with us- OR ON 2013/10/01
wave) and (contour) and (holder or PGPUB; 08:46

receiver) USPAT,;
USOCR;
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EAST Search History

EPO; JPO;
DERWENT
Sh2 {77 ("20030109895" | "20080065132" | us- OR ON 2013/10/01
"4990154" | "7670301" | "D445183" | PGPUB; 08:47
"4577630" | "5569286" | "D567944" | USPAT:;
"4889117" | "5385571" | "6723111" | USCCR,;
"7357808" | "D535397" | "20070185515" {{EPO; JPO;
| "4858607" | "6322574" | "D484244" | DERWENT
"20040059365" | "D586465" | "2839056"
| "3358689" | "5314442" | "5868772" |
"D533943" | "D562980" | "20060052809"
| "5454828" | "5755733" | "7150755" |
"7655017" | "D493527" | "D581046" |
"4858607" | "6299626" | "5755733" |
"20070083222" | "5324303" | "6589261" |
"6945982" | "D570478" | "D586916").PN.
S53 {70 S52 and @pd< "20080729" us OR ON 2013/10/01
PGPUB; 08:48
USPAT;
USCCR;
EPO; JPO;
DERWENT
Sh4 0 S53 and (curved with wave) us OR ON 2013/10/01
PGPUB; 08:48
USPAT;
USCCR;
EPO; JPO;
DERWENT
Sh5 2 S53 and (trough) us OR ON 2013/10/01
PGPUB; 08:49
USPAT;
USOCR;
EPO; JPO;
DERWENT
S56 2 "5755733".pn. us OR ON 2013/10/01
PGPUB; 09:13
USPAT;
USOCR;
EPO; JPO;
DERWENT
S57 i3 "4994068".pn. us OR ON 2013/11/27
PGPUB; 11:31
USPAT;
USOCR;
EPO; JPO;
DERWENT
Sh8 18 ("2117469" | "2627269" | "2642065" | Us OR ON 2013/11/27
"2851036" | "3221739" | "3358689" | PGPUB; 11:31
"3680559" | "4243035" | "4375815" | USPAT;
"4635633" | "4712548" | "4915697").PN. {{USOCR
S59 i1 "510701".ap. us- OR ON 2014/04/11
PGPUB; 14:40
USPAT;
USOCR,;
FPRS;
EPO; JPO;
DERWENT
S60 2 "20060052809" us OR ON 2014/04/11
PGPUB; 14:54
USPAT,;
USOCR,;
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EAST Search History

EPO; JPO;
DERWENT
S61 80 ("20030109895" | "20080065132" | us- OR ON 2014/04/11
"4990154" | "7670301" | "D445183" | PGPUB; 15:04
"4577630" | "5569286" | "D567944" | USPAT,;
"4889117" | "5385571" | "6723111" | USCCR,;
"7357808" | "D535397" | "20060052809" {EPO; JPO;
| "20070185515" | "4858607" | "6322574" iDERWENT
| "D484244" | "20040059365" |
"D586465" | "2839056" | "3358689" |
"5314442" | "5868772" | "D533943" |
"D562980" | "20060052809" | "5454828"
| "5755733" | "7150755" | "7655017" |
"D493527" | "D581046" | "4858607" |
"6299626" | "5755733" | "20070083222" |
"5324303" | "6589261" | "6945982" |
"D570478" | "D586916").PN.
$62 {70 S61 and @pd< "20080729" us- OR ON 2014/04/11
PGPUB; 15:05
USPAT,;
USOCR;
EPO; JPO;
DERWENT
S63 it S62 and trough and crest us OR ON 2014/04/11
PGPUB; 15:06
USPAT,;
USOCR;
EPO; JPO;
DERWENT
S64 8 ("4677979" | "4991827" | "5147375" | us OR ON 2014/04/11
"5395387" | "5439473" | "6540709" | PGPUB; 15:07
"6062548" | "6113620").PN. USPAT,;
USOCR
65 {17 ("6299626").URPN. USPAT OR ON 2014/04/11
15:09
S66 {4705 1606/167,181,182.ccls. us- OR ON 2014/04/11
PGPUB; 15:13
USPAT,;
USOCR,;
EPO; JPO;
DERWENT
S67 13052 {566 and @pd< "20080729" us- OR ON 2014/04/11
PGPUB; 15:13
USPAT,;
USOCR,;
EPO; JPO;
DERWENT
S68 39 $67 and trough and crest us- OR ON 2014/04/11
PGPUB; 15:14
USPAT,;
USOCR,;
EPO; JPO;
DERWENT
S69 2 "20120215241" us- OR ON 2014/04/16
PGPUB; 07:50
USPAT,;
USOCR,;
EPO; JPO;
DERWENT
S70 i3 "20120150226" us- OR ON 2014/04/16
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EAST Search History

PGPUB; 07:50
USPAT:;
USCCR,;
EPO; JPO;
DERWENT

S71 42 '20120221102" Uus OR ON 2014/04/16
PGPUB; 07:52
USPAT;
USCCR,;
EPO; JPO;
DERWENT

S72 {2998 1606/232.ccls. us- OR ON 2014/04/16
PGPUB; 08:04
USPAT:;
USCCR,;
EPO; JPO;
DERWENT

S73 {41 S72 and (swivel with anchor) and us- OR ON 2014/04/16
(knotless) PGPUB; 08:04
USPAT;
USOCR,;
EPO; JPO;
DERWENT

S74 {401 4623/6.12.ccls. us- OR ON 2014/04/16
PGPUB; 08:08
USPAT:;
USCCR,;
EPO; JPO;
DERWENT

S75 §271 §S74 and (intraocular with lens) and us- OR ON 2014/04/16
(insertion) PGPUB; 08:11
USPAT;
USOCR,;
EPO; JPO;
DERWENT

S76 {49 S75 and convex and haptics us- OR ON 2014/04/16
PGPUB; 08:13
USPAT;
USOCR;
EPO; JPO;
DERWENT

S77 {3328 600/573,583.ccls. us- OR ON 2014/04/20
PGPUB; 17:18
USPAT:;
USOCR,;
EPO; JPO;
DERWENT

S78 #2017 S77 and @pd< "20080729" us- OR ON 2014/04/20
PGPUB; 17:19
USPAT:;
USOCR,;
EPO; JPO;
DERWENT

S79 H0 S78 and (lancet with receiver) and us- OR ON 2014/04/20
(trough) and (crest) PGPUB; 17:20
USPAT;
USOCR;
EPO; JPO;
DERWENT

S80 {7 S78 and (lancet with receiver) us- OR ON 2014/04/20
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PGPUB; 17:20
USPAT;
USOCR;
EPO; JPO;
DERWENT
81 42 (lancet with receiver) and (coupling with  {US- OR ON 2014/04/20
portion) and (trough) and (crest).clm. PGPUB; 19:08
USPAT;
USOCR;
EPO; JPO;
DERWENT
S82 19 "675209".ap. us- OR ON 2014/05/14
PGPUB; 08:18
USPAT;
USOCR;
EPO; JPO;
DERWENT
S83 4 "3680559".pn. us- OR ON 2014/05/14
PGPUB; 08:19
USPAT;
USOCR;
EPO; JPO;
DERWENT
S84 388 ("20030109895" | "4990154" | "7670301" {{US- OR ON 2014/05/14
| "D445183" | "4577630" | "5569286" | PGPUB; 08:43
"D567944" | "4889117" | "5385571" | USPAT;
"6723111" | "7357808" | "D535397" | USOCR;
"4858607" | "6299626" | "6322574" | EPO; JPO;
"D484244" | "20040059365" | "7955347" {DERWENT
| "D586465" | "2839056" | "3358689" |
"5314442" | "5868772" | "D533943" |
"D562980" | "20060052809" | "5454828"
| "56755733" | "7150755" | "7655017" |
"7955348" | "D493527" | "D581046" |
"5755733" | "20070083222" | "5324303" |
"6589261" | "6945982" | "D570478" |
"'D586916" | "4994068" | "3680559").PN.

S85 {76 S84 and @pd< "20080729" us OR ON 2014/05/14
PGPUB; 08:43
USPAT;
USCCR,;
EPO; JPO;
DERWENT
8B i3 85 and sheath us OR ON 2014/05/14
PGPUB; 08:44
USPAT;
USCCR,;
EPO; JPO;
DERWENT
S87 {69 ("3030959" | "3358689" | "4375815" | us OR ON 2014/05/14
"4379456" | "4388925" | "4414975" | PGPUB; 08:44
"4416279" | "4442836" | "4449529" | USPAT;
"4452243" | "4462405" | "4469110" | USCCR
"4503856" | "4514609" | "4517978" |
"4527561" | "4535769" | "4539988" |
"4545376" | "4553541" | "4577630" |

"4580564" | "4580565" | "4610667" |
"4616649" | "4624253" | "4648408" |
"4653513" | "4658821" | "4676244" |
"4877979" | "4712548" | "4715374" |
"4735203" | "4738261" | "4794926" |
"4817603" | "4844095" | "4856515" |
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"4858607" | "4869249" | "4889117" |
"4892097" | "4924879" | "4976724" |
"4990154" | "4994068" | "4995402" |
"5026388" | "5047044" | "5074872" |
"5100427" | "5105823" | "5133730" |
"5147375" | "5207699" | "5314442" |
"5356420" | "5366469" | "5366470" |
"5397334" | "5439473" | "5487748" |
"5514152" | "5527334" | "5554166" |
"Re32922").PN.

S88 184 #("5755733").URPN. USPAT OR ON 2014/05/14
08:52

S89 {1950 {606/181,182.ccls. us OR ON 2014/05/14
PGPUB; 08:58
USPAT;
USCCR;
EPO; JPO;
DERWENT
S90 {1156 {89 and @pd< "20080729" us OR ON 2014/05/14
PGPUB; 08:58
USPAT;
USCCR;
EPO; JPO;
DERWENT
S91 0 $85 and (sheaths) and (grip$4 with us OR ON 2014/05/14
handle) PGPUB; 08:59
USPAT;
USCCR;
EPO; JPO;
DERWENT
S92 0 $85 and (sheath) and (grip$4 with us OR ON 2014/05/14
handle) PGPUB; 08:59
USPAT;
USCCR;
EPO; JPO;
DERWENT
S93 i3 $85 and (sheath) us OR ON 12014/05/14
PGPUB; 108:59
USPAT;
USCCR;
EPO; JPO;
DERWENT
S94 i $85 and (grip$4 with handle) us- OR ON 2014/05/14
PGPUB; 09:00
USPAT;
USCCR;
EPO; JPO;
DERWENT
95 44 $90 and (grip$4 with handle) us OR ON 12014/05/14
PGPUB; 109:00
USPAT;
USCOCR;
EPO; JPO;
DERWENT
S96 (44 895 and handle us- OR ON 2014/05/14
PGPUB; 09:00
USPAT;
USCCR;
EPO; JPO;
DERWENT
E i i i i i i
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S97

599

AB1B17/32093.CPC.

us
PGPUB;
USPAT;
USCCR,;
EPO; JPO;
DERWENT

OR

ON

2014/05/14
09:06

S98

358

S97 and @pd<"20080729"

us
PGPUB;
USPAT;
USCCR,;
EPO; JPO;
DERWENT

OR

ON

2014/05/14
09:06

S99

28

S98 and (sheath)

us
PGPUB;
USPAT;
USCCR,;
EPO; JPO;
DERWENT

OR

ON

2014/05/14
09:06

S100

3951

AB1B5/1411.CPC.

us
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON

2014/05/14
09:08

S101

1997

S100 and @pd< "20080729"

us
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON

12014/05/14
109:08

S102

80

S101 and (sheath)

us
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON

2014/05/14
09:08

S$103

16

S$102 and handle

us
PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT

OR

ON

12014/05/14
109:09

EAST Search History (I nterference)

< This search history is empty>
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification | 3575000 PUSEY ET AL.

VICTOR NGUYEN 3731
CPC
Symbol Type Version
CPC Combination Sets
Symbol Type Set Ranking Version
NONE

Total Claims Allowed:
18

(Assistant Examiner) (Date)
/VICTOR NGUYEN/
Primary Examiner.Art Unit 3731 5/16/14 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 5A

U.S. Patent and Trademark Office

Part of Paper No. 20140516
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Application/Control No.
Issue Classification | 15575009

Applicant(s)/Patent Under Reexamination

PUSEY ET AL.
“‘ Examiner Art Unit
VICTOR NGUYEN 3731

US ORIGINAL CLASSIFICATION

INTERNATIONAL CLASSIFICATION

CLASS SUBCLASS

CLAIMED NON-CLAIMED

606

182

B

17 /14 (2006.01.01)

CROSS REFERENCE(S)

CLASS

SUBCLASS (ONE SUBCLASS PER BLOCK)

NONE

Total Claims Allowed:

18
(Assistant Examiner) (Date)
/VICTOR NGUYEN/
Primary Examiner.Art Unit 3731 5/16/14 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 5A

U.S. Patent and Trademark Office

Part of Paper No. 20140516
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Application/Control No. Applicant(s)/Patent Under Reexamination

Issue Classification | 3575000 PUSEY ET AL.

H““H“““H“H“ ““H“m“ ““H“ o o

VICTOR NGUYEN 3731
O Claims renumbered in the same order as presented by applicant O CPA O 71D O R.147
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original

1 1 17 27

2 2 18 28

3 4

4 5

5 6

6 7

7 8

8 9

9 19

10 20

1 21

12 22

13 23

14 24

15 25

16 26
NONE

Total Claims Allowed:
18

(Assistant Examiner) (Date)
/VICTOR NGUYEN/
Primary Examiner.Art Unit 3731 5/16/14 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 5A

U.S. Patent and Trademark Office

Part of Paper No. 20140516
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the remarks below. This Response is filed with a one-month extension-of-time request
and and a Request for Continued Examination, and the requisite fees. In the event that
any further extension of time is required, please consider this a request therefor. The
Commissioner is authorized to charge any additional fees due or credit any
overpayment to Deposit Account 50-1513.
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CLAIM AMENDMENTS
Please amend the claims (strikethrough indicating deletion and underline
indicating insertion) as follows:

1. (currently amended) A protective sterility cap for a lancet, said sterility cap
comprising a primary sheath for initial embedment of a sharp lancing tip of an
unused lancet therein, a secondary sheath for receiving the sharp lancing tip of a
used lancet, and a gripping handle portion extending between the primary sheath
and the secondary sheath, with the primary sheath attached at a first end of the

aripping handle portion and the secondary sheath attached at a second end of
the gripping handle portion when the protective sterility cap is removed from the

lancet.
2. (original) The protective sterility cap of Claim 1, in combination with a lancet.
3. (cancelled)
4. (original) The protective sterility cap of Claim 1, further comprising at least

one flat display surface for placement of branding indicia thereon.

5. (original) The protective sterility cap of Claim 1, wherein the gripping handle
portion comprises at least one open loop.

6. (original) The protective sterility cap of Claim 1, wherein the gripping handle
portion comprises a solid body without an open loop.

7. (original) The protective sterility cap of Claim 1, in combination with a lancet
having a lancet body defining a lancet thickness, and a sharp lancet tip initially
embedded in the primary sheath, wherein the gripping handle portion defines a
lateral span of at least 1.5 times the lancet thickness.

8. (original) The protective sterility cap of Claim 7, wherein the gripping handle
portion defines a length at least equal to its lateral span.
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9. (original) The protective sterility cap of Claim 7, wherein the gripping handle
portion defines a length at least equal to the lancet thickness.

10-18. (withdrawn)

19. (currently amended) A protective sterility cap for a lancet, said sterility cap
comprising a primary sheath for initial embedment of a sharp lancing tip of an unused
lancet therein, a secondary sheath for receiving the sharp lancing tip of a used lancet,
and a gripping handle portion extending between the primary sheath and the secondary
sheath, with the primary sheath attached at a first end of the gripping handle portion and

the secondary sheath attached at a second end of the gripping handle portion when the

protective _sterility cap is_removed from the lancet, and wherein the gripping handle

portion comprises at least one open loop.

20. (previously presented) The protective sterility cap of Claim 19, further comprising
at least one flat display surface for placement of branding indicia thereon.

21.  (previously presented) The protective sterility cap of Claim 19, in combination
with a lancet having a lancet body defining a lancet thickness, and a sharp lancet tip
initially embedded in the primary sheath, wherein the gripping handle portion defines a
lateral span of at least 1.5 times the lancet thickness.

22. (previously presented) The protective sterility cap of Claim 21, wherein the
gripping handle portion defines a length at least equal to its lateral span.

23. (previously presented) The protective sterility cap of Claim 21, wherein the
gripping handle portion defines a length at least equal to the lancet thickness.
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24. (currently amended) A protective sterility cap for a lancet, said sterility cap
comprising a primary sheath for initial embedment of a sharp lancing tip of an unused
lancet therein, a secondary sheath for receiving the sharp lancing tip of a used lancet,
and a gripping handle portion extending between the primary sheath and the secondary
sheath, with the primary sheath attached at a first end of the gripping handle portion and

the secondary sheath attached at a second end of the gripping handle portion when the

protective sterility cap is removed from the lancet, said protective sterility cap being in
combination with a lancet having a lancet body defining a lancet thickness, and a sharp

lancet tip initially embedded in the primary sheath, wherein the gripping handle portion
defines a lateral span of at least 1.5 times the lancet thickness.

25. (previously presented) The protective sterility cap of Claim 24, wherein the
gripping handle portion comprises at least one open loop.

26. (previously presented) The protective sterility cap of Claim 24, further comprising
at least one flat display surface for placement of branding indicia thereon.

27. (previously presented) The protective sterility cap of Claim 24, wherein the
gripping handle portion defines a length at least equal to its lateral span.

28. (previously presented) The protective sterility cap of Claim 24, wherein the
gripping handle portion defines a length at least equal to the lancet thickness.
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REMARKS

The Final Office Action mailed December 6, 2013 has been received and
reviewed. Claims 1, 19 and 24 are amended. No new matter is introduced.

35 U.S.C.§102

Claims 1, 2 and 4 stand rejected under 35 U.S.C. § 102(b) as being anticipated
by U.S. Patent No. 3,680,559 to Gorbahn. Applicant traverses this ground of rejection
and requests reconsideration in view of the following remarks and the amendment
submitted herewith.

In order to properly support a rejection for anticipation under 35 U.S.C. §102,
each and every element of the claimed invention must be shown to be present in a
single cited reference. See M.P.E.P. §2131. “A claim is anticipated only if each and
every element as set forth in the claim is found, either expressly or inherently described,
in a single prior art reference.” Verdegaal Bros. v. Union Oil Co. of California, 814 F.2d
628, 631, 2 USPQ2d 1051, 1053 (Fed. Cir. 1987). “The identical invention must be
shown in as complete detail as is contained in the ... claim.” Richardson v. Suzuki Motor
Co., 868 F.2d 1226, 1236, 9 USPQ2d 1913, 1920 (Fed. Cir. 1989). The Gorbahn
reference does not disclose every element of the presently claimed invention, and as
such, the §102 rejection cannot be properly maintained.

Claim 1 (and Claims 2 and 4-9 depending therefrom) is directed to a protective
sterility cap for a lancet having a primary sheath for initial embedment of a sharp lancing
tip of an unused lancet therein, a secondary sheath for receiving the sharp lancing tip of
a used lancet, and a gripping handle portion extending between the primary sheath and
the secondary sheath. The Examiner asserts that Gorbahn discloses a secondary
sheath (combination of elements 1, 11) for receiving the sharp lancing tip of a used
lancet. This characterization is not supported by the Gorbahn reference. Gorbahn
merely discloses a swab 1 and a sheet 11 that are removably connected to the plate 6
at the top portion of the syringe cylinder § (see Gorbahn, col. 2, lines 30, 39-52).
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Specifically, the swab 1 and sheet 11 are intended to be removed from the syringe
cylinder 5 wherein the sheet 11 forms a part of shielding means to restrain evaporation
of the solution from the swab 1, and the swab 1 facilitates the necessary pre-injection
dabbing of the skin, both of which are not intended to receive the sharp lancing tip of a
used lancet (see Gorbahn, col. 1, lines 61-63, col. 2, lines 47-48, col. 3, lines 7-9). In
fact, Gorbahn does not disclose or suggest any type of sheath for containing the needle
3 after its use. Indeed, Gorbahn discloses sheath 4 for protecting the hypodermic
needle 3 prior to its use, but does not disclose or suggest protecting the needle after its
use.

In addition, as presently amended, the claims recite that “the primary sheath [is]
attached at a first end of the gripping handle portion and the secondary sheath [is]
attached at a second end of the gripping handle portion when the protective sterility cap
is removed from the lancet.” As seen with reference to the example embodiment below,
the primary sheath portion 512 is attached at one end of the gripping handle portion
516, and the secondary sheath portion 514 is attached at the other end, when the cap is
removed from the lancet.

512

Figure 5A of the Present Application

The Gorbahn reference, even as applied by the Examiner, does not disclose or suggest
this claimed combination of features. Even if element 4 of Gorbahn is considered a
primary sheath and elements 1 and 11 are considered a secondary sheath, there is no
intermediate “handle portion” to which each are attached when the cap is removed from
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the lancet, since Gohrbahn’s sheath 4 and swab 1 / sheet 11 are removed separately,
and not connected to one another at all after they are removed.

35 U.8.C. §103

Claims 5, 7-9 and 19-28 stand rejected under 35 U.S.C. § 103(a) as being
unpatentable over U.S. Patent No. 3,680,559 to Gorbahn. Applicant respectfully

traverses and requests reconsideration.

Claims 19 and 24 (and Claims 20-23 and 25-28 depending therefrom,
respectfully) recite similar elements to those of Claim 1 as described above, including a
secondary sheath for receiving the sharp lancing tip of a used lancet, and that “the
primary sheath [is] attached at a first end of the gripping handle portion and the
secondary sheath [is] attached at a second end of the gripping handle portion when the
protective sterility cap is removed from the lancet.” Additionally, Claims 5, 7-9, 20-23
and 25-28 depend from Claims 1, 19 and 24 respectfully, which for the reasons above
are shown to recite limitations not present in Gorbahn. Thus, at least by virtue of their
dependence from an allowable independent claim, dependent Claims 5, 7-9, 20-23 and
25-28 are believed to also define patentable subject matter.

Accordingly, Gorbahn does not disclose or suggest Applicant's presently claimed
invention, and the §103 rejection must be withdrawn.
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CONCLUSION

In view of the amendments submitted herein and the above comments, it is
believed that all grounds of rejection are overcome and that the application has now
been placed in full condition for allowance. Accordingly, Applicant earnestly solicits
early and favorable action. Should there be any further questions or reservations, the
Examiner is urged to telephone Applicant's undersigned attorney at (770) 984-2300.

Respectfully submitted,

fin

Bradley K. Groff
Reg. No. 39,695

Customer No. 23506

GARDNER GROFF

GREENWALD & VILLANUEVA, PC
Tel: (770) 984-2300

Fax: (770) 984-0098
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[:] The Director has already been authorized to charge fees in this application to a Deposit Account.
The Director is hereby authorized to charge any fees which may be required, or credit any overpayment, to
Deposit Account Number 50-1513

Payment made via EFS-Web.

WARNING: Information on this form may become pubtlic. Credit card information should not be included on this form. Provide
credit card information and authorization on PTO-2038.

| am the

[] appticant.

attommey or agent of record. Registration number 39'695

D attorney or agent acting under 37 CFR 1.34. Registration number

fw«?% April 1, 2014
" Signature Date
Bradley K. Groff (770) 984-2300
Typed or printed name Telephone Number

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and certifications. Submit
multiple forms if more than one signature is required, see below*.

D * Total of forms are submitted.

This collection of information is required by 37 CFR 1.136(a). The Information is required to obtain or retain a benefit by the public, which is to file (and by the
USPTO to process) an application. Confidentiality is govemed by 36 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 6 minutes to
complets, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450, DO NOT SEND FEES OR COMPLETED FORMS
TO THIS ADDRESS. SEND TO: Mail Stop PCT, Commissicnar for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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PTO/SB/06 (09-11)

Approved for use through 1/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number Filing Date
Substitute for Form PTO-875 13/675,209 11/13/2012 | [ To be Mailed
ENTITY: [ JLARGE [X] smALL [] MicRO

APPLICATION AS FILED — PART I

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
L Basic Fee N/A N/A N/A
(37 CFR 1.16(a), (b), or ()
[] sEARCH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
D EXAMINATION FEE
(37 CFR 1.16(0), (p), or (qQ)) N/A N/A /A
TOTAL CLAIMS . N
(37 CFR 1.16(1)) minus 20 = XS =
INDEPENDENT CLAIMS ) "
(37 CFR 1.16(h) minus 3 = X3 =
If the specification and drawings exceed 100 sheets
0 of paper, the application size fee due is $310 ($155
ASF;PCL,L%KISN SIZE FEE for small entity) for each additional 50 sheets or
( 18(s) fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
p—
] MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
— 04/01/2014 | Arren PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
5 AMENDMENT PAID FOR
g Jotal 7 orR -+ 18 Minus | - 20 -0 x $40 = 0
Independent " . —
E ‘370’;R1.1s(n)) 3 Minus 3 =0 x $210= 0
<§t [ Appiication Size Fee (37 CFR 1.16(s))
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT GLAIM (37 GFR 1.16()))
TOTAL ADD’L FEE 0
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
— AMENDMENT PAID FOR
Z || Total 37cFr . i *x
i IR Minus = X$ =
Independent R .
= | e, Minus - xs -
i 1 [ Appication size Fee (37 GFR 1.16(s))
=
<C |:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16()))

* If the entry in column 1 is less than the entry in column 2, write “0” in column 3.

** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”.
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

TOTAL ADD’L FEE

LIE
/THUY TA/

?his collection of information is required by 37 CF-R 1.16. '?he information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to

process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTQ. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.

Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS

ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.0O. Box 1450

Alexandria, Virginia 22313-1450

WWw.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 7876
23506 7590 12/06/2013
GARDNER GROFF GREENWALD & VILLANUEVA. PC | EXAMINER |
2018 POWERS FERRY ROAD NGUYEN, VI X
SUITE 800
ATLANTA, GA 30339 | ARTONTT | paperyoveER |
3731
| NOTIFICATION DATE | DELIVERY MODE |
12/06/2013 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.
Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the

following e-mail address(es):

patent@ gardnergroff.com

PTOL-90A (Rev. 04/07)
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Application No. Applicant(s)
13/675,209 PUSEY ET AL.
Office Action Summary Examiner Art Unit AlA (First Inventor to File)
Victor Nguyen 3731 Stht“S

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status
)X Responsive to communication(s) filed on 9/25/13.
[] A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on
2a)X] This action is FINAL. 2b)[] This action is non-final.

3)[] An election was made by the applicant in response to a restriction requirement set forth during the interview on
__ ;therestriction requirement and election have been incorporated into this action.

4[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 4563 O.G. 213.

Disposition of Claims
5)[X Claim(s) 1,2,4-9 and 19-28 is/are pending in the application.

5a) Of the above claim(s) is/are withdrawn from consideration.
6)[] Claim(s) _____is/are allowed.
7)X Claim(s) 1.2,4-9 and 19-28 is/are rejected.
8)[] Claim(s) ____is/are objected to.
9 Claim(s) are subject to restriction and/or election requirement.

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
participating intellectual property office for the corresponding application. For more information, please see
hitp/www, usplo.aov/patents/init_events/peh/indax.jsp or send an inquiry to PPHieadback@uspio.qov.

Application Papers
10)] The specification is objected to by the Examiner.
11)] The drawing(s) filed on isfare: a)[] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

Priority under 35 U.S.C. § 119
12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a)J Al b)[] Some * ¢)] None of the:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3. Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) IZI Notice of References Cited (PTO-892) 3) |:| Interview Summary (PTO-413)
. . Paper No(s)/Mail Date.
2) D Information Disclosure Statement(s) (PTO/SB/08) 4 I:‘ Other-
Paper No(s)/Mail Date . ) er
U.S. Patent and Trademark Office
PTOL-326 (Rev. 08-13) Office Action Summary Part of Paper No./Mail Date 20131129
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Application/Control Number: 13/675,209 Page 2
Art Unit: 3731

DETAILED ACTION
1. This Office Action is in response to the Amendment filed on 09/25/13.
Claim 1 has been amended. Claims 19-28 are newly added claims. Claims 1-2,
4-9, 19-28 are pending in this present application.
Claim Rejections - 35 USC § 102
2.  The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a foreign country or in
public use or on sale in this country, more than one year prior to the date of application for patent in
the United States.

Claims 1-2, 4 are rejected under 35 U.S.C. 102(b) as being anticipated by
Gorbahn U.S. 3,680,559.

Claim 1: Gorbahn discloses a protective sterility cap for a lancet as best seen in
figures 1-2, said sterility cap comprising a primary sheath 4 for initial embedment of a
sharp lancing tip 3 of an unused lancet therein, a secondary sheath (combination of
elements 1, 11) for receiving the sharp lancing tip of a used lancet, and a gripping
handle (the area of 2/5/13) portion extending between the primary sheath and the
secondary sheath.

Claims 2, 4 : Gorbahn discloses in combination with a lancet (the sharp area of
3); further comprising at least one flat display surface for placement of branding indicia

thereon fig. 1.
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Application/Control Number: 13/675,209 Page 3
Art Unit: 3731

Claim Rejections - 35 USC § 103
3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all
obviousness rejections set forth in this Office action:
(a) A patent may not be obtained though the invention is not identically disclosed or
described as set forth in section 102 of this title, if the differences between the subject
matter sought to be patented and the prior art are such that the subject matter as a whole
would have been obvious at the time the invention was made to a person having ordinary
skill in the art to which said subject matter pertains. Patentability shall not be negatived
by the manner in which the invention was made.

Claims 7-9,21,24-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over

Gorbahn .

Claims 7, 21, 24: Gorbahn discloses the invention substantially as claimed (see claim 1
above) but is silent regarding the gripping handle portion defines a lateral span of at least 1.5
times the lancet thickness. It would have been obvious to modify the gripping handle portion
defines a lateral span of at least 1.5 times the lancet thickness, since it has been held that where
the general conditions of a claim are disclosed in the prior art, discovering the optimum or

workable ranges involves only routine skill in the art. In re. Aller, 220F, 2d 454, 105 USPQ 233

Claims 8-9,26,27, 28: Gorbahn discloses wherein the gripping handle portion 2/5/13
defines a length at least equal to its lateral span; wherein the gripping handle portion defines a
length at least equal to the lancet thickness, wherein atleast one flat display surface (the area of

5) for placement of branding indicia thereon as best seen in fig. 1

Claims 5, 19-23, 25 are rejected under 35 U.S.C. 103(a) as being unpatentable over

Gorbahn .
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Claims 5, 19, 25: Gorbahn discloses the invention substantially as claimed (see claim 1
above) but is silent regarding the gripping handle comprises one open loop. It would have been
to one ordinary skilled in the art at the time the invention was made to construct the device is
having the gripping handle comprises one open loop, since the applicant has not disclosed that
doing so solves any stated problem or is anything more than selecting one of numerous shapes or
configurations a person ordinary skill in the art would find available to substitute with the device
is having the gripping handle comprises one open loop which would provide the function in
substantially the same manner as the applicant's device, and would not function differently if a

different shape were used.

Claims 20, 22-23:  Gorbahn discloses wherein the gripping handle portion 2/5/13
defines a length at least equal to its lateral span; wherein the gripping handle portion defines a
length at least equal to the lancet thickness, wherein atleast one flat display surface (the area of

5) for placement of branding indicia thereon as best seen in fig. 1

Response to Arguments
4, Applicant’s arguments filed on 9/25/13 have been considered but are moot
because the arguments do not apply to any of the references being used in the current
rejection.
Conclusion
5. Applicant's amendment necessitated the new ground(s) of rejection presented in

this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37
CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire THREE
MONTHS from the mailing date of this action. In the event a first reply is filed within
TWO MONTHS of the mailing date of this final action and the advisory action is not
mailed until after the end of the THREE-MONTH shortened statutory period, then the
shortened statutory period will expire on the date the advisory action is mailed, and any
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of
the advisory action. In no event, however, will the statutory period for reply expire later
than SIX MONTHS from the date of this final action.

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to VICTOR NGUYEN whose telephone number is (571)
272-4699. The examiner can normally be reached on M-F/8:00 AM - 5:00 PM.

If attempts to reach the examiner by telephone are unsuccessful, please contact
the examiner’s supervisor, TOM HUGHES, at (571) 272-4357. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

If there are any inquiries that are not being addressed by first contacting
the Examiner or the Supervisor, you may send an email inquiry to

TC3700_Workgroup_D_Inquiries@uspto.gov.
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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 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/Victor Nguyen/
Primary Examiner, Art Unit 3731
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Atty. Docket No.: 2G02.1-453
Serial No.: 13/675,209

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of: PUSEY et al. )
) Group Art Unit: 3731
Serial No.: 13/675,209 )

) Examiner: NGUYEN, Vi X.

Filed: November 13, 2012 )
) Conf. No.: 7876

For: LANCETS WITH IMPROVED )

COUPLING FEATURES AND )

STERILITY CAPS )

)
RESPONSE AND AMENDMENT

Commissioner for Patents September 25, 2013
P.O. Box 1450
Alexandria, VA 22313-1450 Filed Electronically

Sir:

PATENT

In response to the Office Action mailed July 1, 2013, please amend the above-

referenced application as follows and consider the remarks below. This Response is

believed to be timely. However, in the event that any extension of time is required,

please consider this a request therefor. The Commissioner is authorized to charge any

fees due or credit any overpayment to Deposit Account 50-1513.
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CLAIM AMENDMENTS
Please amend the claims (strikethrough indicating deletion and underline
indicating insertion) as follows:

1. (currently amended) A protective sterility cap for a lancet, said sterility cap
comprising a primary sheath for initial embedment of a sharp lancing tip of an
unused lancet therein, a_ secondary sheath for receiving the sharp lancing tip of a

used lancet, and a gripping handle portion extending frombetween the primary
sheath_and the secondary sheath.

2. (original) The protective sterility cap of Claim 1, in combination with a lancet.
3. (cancelled)
4, (original) The protective sterility cap of Claim 1, further comprising at least

one flat display surface for placement of branding indicia thereon.

5. (original) The protective sterility cap of Claim 1, wherein the gripping handle
portion comprises at least one open loop.

6. (original) The protective sterility cap of Claim 1, wherein the gripping handle
portion comprises a solid body without an open loop.

7. (original) The protective sterility cap of Claim 1, in combination with a lancet
having a lancet body defining a lancet thickness, and a sharp lancet tip initially
embedded in the primary sheath, wherein the gripping handle portion defines a
lateral span of at least 1.5 times the lancet thickness.

8. (original) The protective sterility cap of Claim 7, wherein the gripping handle
portion defines a length at least equal to its lateral span.

0. (original) The protective sterility cap of Claim 7, wherein the gripping handle
portion defines a length at least equal to the lancet thickness.
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10-18. (withdrawn)

19. (new) A protective sterility cap for a lancet, said sterility cap comprising a
primary sheath for initial embedment of a sharp lancing tip of an unused lancet therein,
a secondary sheath for receiving the sharp lancing tip of a used lancet, and a gripping
handle portion extending between the primary sheath and the secondary sheath,
wherein the gripping handle portion comprises at least one open loop.

20. (new) The protective sterility cap of Claim 19, further comprising at least one flat

display surface for placement of branding indicia thereon.

21. (new) The protective sterility cap of Claim 19, in combination with a lancet
having a lancet body defining a lancet thickness, and a sharp lancet tip initially
embedded in the primary sheath, wherein the gripping handle portion defines a lateral
span of at least 1.5 times the lancet thickness.

22. (new) The protective sterility cap of Claim 21, wherein the gripping handle
portion defines a length at least equal to its lateral span.

23. (new) The protective sterility cap of Claim 21, wherein the gripping handle
portion defines a length at least equal to the lancet thickness.

24. (new) A protective sterility cap for a lancet, said sterility cap comprising a
primary sheath for initial embedment of a sharp lancing tip of an unused lancet therein,
a secondary sheath for receiving the sharp lancing tip of a used lancet, and a gripping
handle portion extending between the primary sheath and the secondary sheath, in
combination with a lancet having a lancet body defining a lancet thickness, and a sharp
lancet tip initially embedded in the primary sheath, wherein the gripping handle portion
defines a lateral span of at least 1.5 times the lancet thickness.
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25. (new) The protective sterility cap of Claim 24, wherein the gripping handle
portion comprises at least one open loop.

26. (new) The protective sterility cap of Claim 24, further comprising at least one flat

display surface for placement of branding indicia thereon.

27. (new) The protective sterility cap of Claim 24, wherein the gripping handle
portion defines a length at least equal to its lateral span.

28. (new) The protective sterility cap of Claim 24, wherein the gripping handle
portion defines a length at least equal to the lancet thickness.
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REMARKS

The Office Action mailed July 1, 2013 has been received and reviewed. By the
present Response and Amendment, Claim 1 is amended, Claim 3 is cancelled, and new
Claims 19-28 are presented. No new matter is introduced.

Claims 1, 2, 4-9 stand rejected under 35 U.S.C. § 102(b) as being unpatentable
over U.S. Patent No. 4,994,068 to Hufnagle. Claims 1-5 stand rejected under 35 U.S.C.
§ 102(b) as being unpatentable over U.S. Patent No. 5,755,733 to Morita. Applicant
requests reconsideration of these grounds of rejection in view of the present
amendments.

As presently amended, Claim 1 recites that the protective sterility cap for a lancet
includes a secondary sheath for receiving the sharp lancing tip of a used lancet, and
wherein the gripping handle portion extends between the primary sheath and the
secondary sheath. Neither Hufnagle nor Morita disclose or suggest a cap as presently
claimed.

Instead, Hufnagle describes a combination sterile pad support and lancet
comprising a support member 10 that provides for removable engagement with a lancet
12 having a removable protective cover 13 for covering a pointed end 15 of the lancet
needle prior to use (see Hufnagle, col. 2, lines 56-58, col. 3, lines 37-39). The lancet 12
is supported in a cylinder 18 of the support member 10, and the end of the cylinder 18 is
provided with a centrally positioned depression 21 of a size adapted to receive the
pointed end 15 of the lancet 12 after use (see Hufnagle, col. 3, lines 4-10). Hufnagle
does not disclose or suggest that the protective cover 13 includes a secondary sheath,
which can clearly be understood by the disclosure of the centrally positioned depression
21 formed in the end of the cylinder 18. Furthermore, the protective cover 13 and the
support member 10 (comprising the depression 21) are two entirely separate
components, thus, it is impossible for a gripping handle portion to extend between the
protective cover 13 and the support member 10.
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Morita describes a lancet assembly comprising a lancet structure 14 and a holder
16, wherein the lancet structure 14 includes a pricking member 44 having a resin
portion 82 formed thereon. The Office Action applies the convex portion 86 and the
lancet body 46 of Morita to the presently claimed primary sheath and secondary sheath,
respectively. But, the convex portion 86 of Morita is not disclosed or suggested to
provide for initial embedment of the sharp lancing tip, and the lancet body 46 is not
disclosed or suggested to provide for receiving the sharp lancing tip of a used lancet.
Morita instead discloses that the convex portion 86 and the lancet body 46 (comprising
the concave portion 88) are provided for interengagement therebetween, which
provides for mounting the resin portion 82 (embedding the pricking member 44) to the
lancet member 40 (see Morita, col. 10, lines 6-14). In fact, if the Examiner chooses to
compare Morita to the presently claimed invention, the Applicant points to the resin
cover 82, which comprises non-slip member 124 that is grasped and pulled to expose
the pricking member 44 (see Morita, col. 8, lines 60-67, col. 9, lines 1-7). But, Morita
does not disclose or suggest that the resin cover 82 comprises any secondary sheath
for receiving the sharp lancing tip of a used lancet.

Accordingly, neither Hufnagle nor Morita disclose or suggest the cap as presently
claimed, and Applicant requests that the rejection of Claim 1 (and Claims 2-9 depending
therefrom) be withdrawn.

New Claims 19-28 are also believed to define patentable subject matter not
disclosed or suggested by the art of record.
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CONCLUSION

In view of the amendments submitted herein and the above comments, it is
believed that all grounds of rejection are overcome and that the application has now
been placed in full condition for allowance. Accordingly, Applicant earnestly solicits
early and favorable action. Should there be any further questions or reservations, the
Examiner is urged to telephone Applicant’s undersigned attorney at (770) 984-2300.

Respectfully submitted,

fo T

adley K. Groff v
eg No. 39,695

Customer No. 23506

GARDNER GROFF

GREENWALD & VILLANUEVA, PC
Tel: (770) 984-2300

Fax: (770) 984-0098
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ATLANTA, GA 30339

Date Mailed: 07/24/2013

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY
This is in response to the Power of Attorney filed 07/16/2013.

The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the
above address as provided by 37 CFR 1.33.

[ttkim/

Office of Data Management, Application Assistance Unit (571) 272-4000, or (571) 272-4200, or 1-888-786-0101
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PTO/AIA/S6 (08-12)

Approved for use through 01/31/2013. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1895, no persons are required to respond to a collection of information unless it displays a valid OMB central number.

STATEMENT UNDER 37 CFR 3.73(c)
Applicant/Patent Owner: PUSEY et al.

Application No./Patent No.: _13/675,209 Filed/lssue Date: November 13, 2012

Titled: LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Facet Technologies, LLC g limited liability corporation

(Name of Assignee) (Type of Assignee, e.g., corporation, partnership, university, government agency, etc.)

states that, for the patent application/patent identified above, it is (choose gne of options 1, 2, 3 or 4 below):
1. The assignee of the entire right, title, and interest.

2. D An assignee of less than the entire right, title, and interest (check applicable box):

|_| The extent {by percentage) of its ownership interest is %. Additional Statement(s) by the owners
holding the balance of the interest must be submitted to account for 100% of the ownership interest.

D There are unspecified percentages of ownership. The other parties, including inventors, who together own the entire
right, title and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

3. D The assignee of an undivided interest in the entirety (a complete assignment from one of the joint inventors was made).
The other parties, including inventors, who together own the entire right, title, and interest are:

Additional Statement(s) by the owner(s) holding the balance of the interest must be submitted to account for the entire
right, title, and interest.

4. lj The recipient, via a court proceeding or the like (e.g., bankruptcy, probate), of an undivided interest in the entirety (a
complete transfer of ownership interest was made). The certified document(s) showing the transfer is attached.

The interest identified in option 1, 2 or 3 above (not option 4) is evidenced by either (choose gne of options A or B below):

A. An assignment from the inventor(s) of the patent application/patent identified above. The assignment was recorded in
the United States Patent and Trademark Office at Reel 930797 , Frame 9074 , or for which a copy
thereof is attached.

B. D A chain of title from the inventor(s), of the patent application/patent identified above, to the current assignee as follows:

1. From; To:

The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.

2. From: To:

The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.

[Page 1 of 2]
This collection of information is required by 37 CFR 3.73(b). The information is required to abtain or retain a benefit by the public which is to file (and by the USPTO to
pracess) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 12 minutes to complete, including
gathering, preparing, and submitting the completed apgplication form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount
of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark
Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND
TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.

LifeScan, Inc.. Ex. 1003 - Page 85
LifeScan, Inc. v. Facet Technologies LLC
IPR2023-00712 - U.S. Patent No. 8,840,635



PTO/AIA/S6 (08-12)

Approved for use through 01/31/2013. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are reguired 10 resEond fo a collection of informatian unless it displays a valid OMB cantrol number.

STATEMENT UNDER 37 CFR 3.73(c)

3. From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.
4. From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.
5. From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel , Frame , or for which a copy thereof is attached.
6. From: To:

The document was recorded in the United States Patent and Trademark Office at

Reel , Frame , or for which a copy thereof is attached.

|:] Additional documents in the chain of title are listed on a supplemental sheet(s).

As required by 37 CFR 3.73(c){1)(i), the documentary evidence of the chain of title from the original owner to the
assignee was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

[NOTE: A separate copy (i.e., a true copy of the original assignment document(s)) must be submitted to Assignment
Division in accordance with 37 CFR Part 3, to record the assignment in the records of the USPTO. See MPEP 302.08]

The undersigned (whose title is suppligd below) is authorized to act on behalf of the assignee.
July 16, 2013

Signature / / Date

Bradley K. Groff 39,695

Printed or Typed Name Title or Registration Number
[Page 2 of 2]
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Electronic Acknowledgement Receipt

EFS ID: 16333556
Application Number: 13675209
International Application Number:
Confirmation Number: 7876

Title of Invention:

LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

First Named Inventor/Applicant Name:

Lauren R. PUSEY

Customer Number:

23506

Filer:

Bradley Groff/Roseanne Hall

Filer Authorized By:

Bradley Groff

Attorney Docket Number: 2G02.1-453
Receipt Date: 16-JUL-2013
Filing Date: 13-NOV-2012
Time Stamp: 17:41:08

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment

no

File Listing:
Document .. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (if appl.)
404060
1 Power of Attorney 05_Signed_POA.pdf no 1
2d847a77517d340865f2609be67cd5717fd|
Warnings:
Information:
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127229
Assignee showing of ownership per 37 | 06_Signed_Statement_Under_

2 CFR3.73. 37_CFR_373c.pdf noe 2
5010ab757418cf25d410621ae239400b%a3
8d97d
Warnings:
Information:
Total Files Size (in bytes):i 531289

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PTO/AIA/01 (08-12)
Approved for use through 01/31/2014. OMB 0651-0032
U.8. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

DECLARATION (37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEET (37 CFR 1.76)

Titeof |LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Invention

As the below named inventor, | hereby declare that:

This declaration ieati
is directed to: D The attached application, or

13/675,209

‘E United States application or PCT international applicaticn number
November 13, 2012

filed on

The above-identified application was made or authorized to be made by me,

| believe that | am the original inventor or an original joint inventor of a claimed invention in the application.

| hereby acknowledge that any willful false statement made in this declaration is punishable under 18 U.S.C. 1001
by fine or imprisonment of not more than five (5) years, or both.

WARNING:

Petitioner/applicant is cautioned to aveid submitting personal information in documents filed in a patent application that may
contribute to identity theft. Personal information such as social security numbers, bank account numbers, or credit card numbers
(other than a check or credit card authorization form PTO-2038 submitted for payment purposes) is never required by the USPTO
to support a petition or an application. If this type of personal information is included in documents submitted to the USPTO,
petitioners/applicants should consider redacting such personal information from the documents before submitting them to the
USPTO. Petitioner/applicant is advised that the record of a patent application is available to the public after publication of the
application (unless a non-publication request in compliance with 37 CFR 1.213(a) is made in the application) or issuance of a
patent. Furthermore, the record from an abandoned application may also be available to the public if the application is
referenced in a published application or an issued patent (see 37 CFR 1.14). Checks and credit card authorization forms
PT0-2038 submitted for payment purposes are not retained in the application file and therefore are not publicly available.

LEGAL NAME OF INVENTOR

Inventor: NiChOIas};, - REAVES Date (Optional) :

Signature: W

Note: An application data sheet (PTO/SB/14 or equivalent), including naming the entire inventive entity, must accompany this form or must have
been previously filed. Use an additional PTO/AIA/01 form for each additional inventor.

This collection of information is required by 35 U.S.C. 115 and 37 CFR 1.63. The information is required to obtain or retain a benefit by the public which is to file (and
by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 GFR 1.11 and 1.14. This coflection is estimated to take 1 minute to
complete, including gathering, preparing, and submitting the completed apptication form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, shou!d be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO
THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

if you need assistance in completing the form, call 1-800-PTO-9199 and sefect option 2.
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Electronic Acknowledgement Receipt

EFS ID: 16311570
Application Number: 13675209
International Application Number:
Confirmation Number: 7876

Title of Invention:

LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

First Named Inventor/Applicant Name:

Lauren R. PUSEY

Customer Number:

23506

Filer:

Bradley Groff/Roseanne Hall

Filer Authorized By:

Bradley Groff

Attorney Docket Number: 2G02.1-453
Receipt Date: 15-JUL-2013
Filing Date: 13-NOV-2012
Time Stamp: 11:20:35

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment

no

File Listing:
Document .. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (if appl.)
03_Signed_Declaration_R 88280
1 Oath or Declaration filed —>Ignea_ ec;fratlon_ caves no 1
’ p f4da7c4e92dd2075a39f2e5ec41a6863 ebed
basb
Warnings:
Information:

LifeScan, Inc.. Ex. 1003 - Page 90

LifeScan, Inc. v. Facet Technologies LLC
IPR2023-00712 - U.S. Patent No. 8,840,635



Total Files Size (in bytes){ 88280

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.0O. Box 1450

Alexandria, Virginia 22313-1450

WWw.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 7876
23506 7590 07/01/2013
GARDNER GROFF GREENWALD & VILLANUEVA. PC | EXAMINER |
2018 POWERS FERRY ROAD NGUYEN, VI X
SUITE 800
ATLANTA, GA 30339 | ARTONTT | paperyoveER |
3731
| NOTIFICATION DATE | DELIVERY MODE |
07/01/2013 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.
Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the

following e-mail address(es):

patent@ gardnergroff.com

PTOL-90A (Rev. 04/07)
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Application No. Applicant(s)
13/675,209 PUSEY ET AL.
Office Action Summary Examiner Art Unit ATA (First Inventor to File)
Victor Nguyen 3731 SNt;'t"s

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status
)X Responsive to communication(s) filed on 24 April 2013.
[ A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon .
2a)[] This action is FINAL. 2b)[X] This action is non-final.

3)[] An election was made by the applicant in response to a restriction requirement set forth during the interview on
__ ;therestriction requirement and election have been incorporated into this action.

4[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims
5)X] Claim(s) 1-18is/are pending in the application.
5a) Of the above claim(s) 10-18 is/are withdrawn from consideration.

6)[] Claim(s) _____is/are allowed.

7)X Claim(s) 1-9is/are rejected.

8)[] Claim(s) _____is/are objected to.

9)[] Claim(s) are subject to restriction and/or election requirement.

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
participating intellectual property office for the corresponding application. For more information, please see
hitp/www, usplo.gov/patents/init_events/privindax.jsp or send an inquiry to PPHieadbacki@uspio.qoy.

Application Papers
10)[] The specification is objected to by the Examiner.
11)[] The drawing(s) filed on is/are: a)[] accepted or b)[[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

Priority under 35 U.S.C. § 119
12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a)[JAIl  b)[]Some * ¢)[] None of the:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.
Interim copies:
a)[J Al b)[]Some c)[]None of the: Interim copies of the priority documents have been received.

Attachment(s)
1) IZI Notice of References Cited (PTO-892) 3) |:| Interview Summary (PTO-413)
. . Paper No(s)/Mail Date.
2) IZI Information Disclosure Statement(s) (PTO/SB/08) 4 l:l Other:
Paper No(s)/Mail Date 2/27/13. ) S p—
U.S. Patent and Trademark Office
PTOL-326 (Rev. 03-13) Office Action Summary Part of Paper No./Mail Date 20130624
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Application/Control Number: 13/675,209 Page 2
Art Unit: 3731

DETAILED ACTION
Election/Restrictions

1. Applicant's election with traverse of Group 1, claims 1-9 in the reply filed
on 04/24/13 is acknowledged. The traversal is on the ground(s) that there will be no
significant additional burden imposed by examination of Group 1 and 2 together. This is
not found persuasive because the inventions are distinct, each from the other because
of the following reasons: Inventions | and Il are related as subcombination and
combination. Inventions in this relationship are distinct if it can be shown that (1) the
combination as claimed does not require the particulars of the subcombination as
claimed for patentability, and (2) that the subcombination has utility by itself or in other
combinations (MPEP § 806.05(c)). In the instant case, the combination as claimed does
not require the particulars of the subcombination as claimed. Because the combination
does not require the secondary shroud. The subcombination has separate utility such
as a device for cutting tissue. The requirement is still deemed proper and is therefore
made FINAL.

Claim Rejections - 35 USC § 102

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —
(b) the invention was patented or described in a printed publication in this or a foreign country or in

public use or on sale in this country, more than one year prior to the date of application for patent in
the United States.

3. Claims 1, 2, 4-9 are rejected under 35 U.S.C. 102(b) as being anticipated by

Hufnagle U.S. 4,994,068.
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Application/Control Number: 13/675,209 Page 3
Art Unit: 3731

4. Claim 1: Hufnagle discloses a protective sterility cap 13 for a lancet as best seen
in figures 1-4, said sterility cap comprising a primary sheath 18 for initial embedment of
a sharp lancing tip of an unused lancet therein, and a gripping handle portion 10
extending from the primary sheath.

5. Claims 2, 4-6: Hufnagle discloses a lancet 12; further comprising at least one flat
display surface (the area of 12) for placement of branding indicia thereon; wherein the
gripping handle portion 10 comprises at least one open loop (the loop occurs around the
area of 11); wherein the gripping handle portion comprises a solid body without an open
loop as best seen in figures 3, 4.

6. Claims 7-9: Hufnagle discloses in combination with a lancet 12 having a lancet
body defining a lancet thickness, and a sharp lancet tip initially embedded in the primary
sheath 18, wherein the gripping handle portion 10 defines a lateral span as best seen in
fig. 3 of at least 1.5 times the lancet thickness; wherein the gripping handle portion
defines a length at least equal to its lateral span; wherein the gripping handle portion

defines a length at least equal to the lancet 12 thickness.

7. Claims 1-5 are rejected under 35 U.S.C. 102(b) as being anticipated by Morita
U.S. 5,755,733.

8. Claim 1: Morita discloses a protective sterility cap 16 for a lancet as best seen in
figures 8-10, said sterility cap comprising a primary sheath 86 for initial embedment of a
sharp lancing tip of an unused lancet therein, and a gripping handle portion 88

extending from the primary sheath.
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Application/Control Number: 13/675,209 Page 4
Art Unit: 3731

9. Claims 2-5: Morita discloses a lancet 14; a secondary sheath 46; the gripping
handle portion 88 extends between the primary sheath and the secondary sheath;
10.  further comprising at least one flat display surface (the area of 82) for placement
of branding indicia thereon; wherein the gripping handle portion 88 comprises at least
one open loop (fig. 10).

CONCLUSION

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to VICTOR NGUYEN whose telephone number is (571)
272-4699. The examiner can normally be reached on M-F/8:00 AM - 5:00 PM.

If attempts to reach the examiner by telephone are unsuccessful, please contact
the examiner’s supervisor, TOM HUGHES, at (571) 272-4357. The fax phone
number for the organization where this application or proceeding is assigned is 571-
273-8300.

If there are any inquiries that are not being addressed by first contacting
the Examiner or the Supervisor, you may send an email inquiry to

TC3700_Workgroup_D_Inquiries@uspto.gov.
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Application/Control Number: 13/675,209 Page 5
Art Unit: 3731

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.
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DECLARATION (37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEET (37 CFR 1.76)

Title of |LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Invention

As the below named inventor, | hereby declare that:

This declaration —
is directed to: D The attached application, or

@ United States application or PCT international application number 13/675,209

November 13, 2012

filed on

The above-identified application was made or authorized to be made by me.

| believe that | am the original inventor or an original joint inventor of a claimed invention in the application.

| hereby acknowledge that any willful false statement made in this declaration is punishable under 18 U.S.C. 1001
by fine or imprisonment of not more than five (5) years, or both.

WARNING:

Petitioner/applicant is cautioned to avoid submitting personal information in documents filed in a patent application that may
contribute to identity theft. Personal information such as social security numbers, bank account numbers, or credit card numbers
(other than a check or credit card authorization form PTO-2038 submitted for payment purposes) is never required by the USPTO
to support a petition or an application. If this type of personal information is included in documents submitted to the USPTO,
petitioners/applicants should consider redacting such personal information from the documents before submitting them to the
USPTO. Petitioner/applicant is advised that the record of a patent application is available to the public after publication of the
application (unless a non-publication request in compliance with 37 CFR 1.213(a) is made in the application) or issuance of a
patent. Furthermore, the record from an abandoned application may also be available to the public if the application is
referenced in a published application or an issued patent (see 37 CFR 1.14). Checks and credit card authorization forms
PTO-2038 submitted for payment purposes are not retained in the application file and therefore are not publicly available.

LEGAL NAME OF INVENTOR

Date (Optional) : S / ‘7'/ 2o Lg

Inventor; Christopher J. RUF .

Signature: Q\’“{QML g. us/l/

f 4
Note: An application data sheet (PTO/SB/14 or equivalent), including naming the entire inventive entity, must accompany this form or must have
been previously filed. Use an additional PTO/AIA/01 form for each additional inventor.

This collection of information is required by 35 U.S.C. 115 and 37 CFR 1.63. The information is required to obtain or retain a benefit by the public which is to file (and
by the USPTO to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 1 minute to
complete, including gathering, preparing, and submitting the completed application form to the USPTOQ. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patant and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 2231 3-1450. DO NOT SEND FEES OR COMPLETED FORMS TO
THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTQ-9199 and select oplion 2.
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Atty. Docket No.: 2G02.1-453
Serial No.: 13/675,209
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In Re Application of: PUSEY et al. )
) Group Art Unit: 3731

Serial No.: 13/675,209 )
) Examiner: NGUYEN, Vi X.
Filed: November 13, 2012 )
) Conf. No.. 7876
For. LANCETS WITH IMPROVED )
COUPLING FEATURES AND )
STERILITY CAPS )
)

RESPONSE TO RESTRICTION REQUIREMENT

Mail Stop Amendment April 24, 2013
Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450 Filed Electronically
Sir:

This is in response to the Restriction Requirement mailed April 1, 2013. This
Response is believed to be timely. However, if any extension of time is required, please
consider this a request therefor. The Commissioner is authorized to charge any fees
due or credit any overpayment to Deposit Account 50-1513.
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Atty. Docket No.: 2G02.1-453
Serial No.: 13/675,209
PATENT

CLAIMS
The status of the claims is:

(original) A protective sterility cap for a lancet, said sterility cap comprising a
primary sheath for initial embedment of a sharp lancing tip of an unused lancet
therein, and a gripping handle portion extending from the primary sheath.

(original) The protective sterility cap of Claim 1, in combination with a lancet.

(original) The protective sterility cap of Claim 1, further comprising a
secondary sheath for receiving the sharp lancing tip of a used lancet, the gripping
handle portion extending between the primary sheath and the secondary sheath.

(original) The protective sterility cap of Claim 1, further comprising at least
one flat display surface for placement of branding indicia thereon.

(original) The protective sterility cap of Claim 1, wherein the gripping handle
portion comprises at least one open loop.

(original) The protective sterility cap of Claim 1, wherein the gripping handle
portion comprises a solid body without an open loop.

(original) The protective sterility cap of Claim 1, in combination with a lancet
having a lancet body defining a lancet thickness, and a sharp lancet tip initially
embedded in the primary sheath, wherein the gripping handle portion defines a
lateral span of at least 1.5 times the lancet thickness.

(original) The protective sterility cap of Claim 7, wherein the gripping handle
portion defines a length at least equal to its lateral span.

(original) The protective sterility cap of Claim 7, wherein the gripping handle
portion defines a length at least equal to the lancet thickness.
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Atty. Docket No.: 2G02.1-453
Serial No.: 13/675,209
PATENT

(original) A lancet system comprising:

a lancet having a lancet body and a sharp lancing tip projecting from the
lancet body, wherein the lancet body comprises at least one resilient coupling
member and defines a lancet body thickness; and

an endcap having a primary shroud portion initially surrounding the sharp
lancing tip of the lancet, a secondary shroud portion for placement over the sharp
lancing tip of the lancet after use, and a handle portion extending between the
primary shroud portion and the secondary shroud portion.

(original) The lancet system of Claim 16, wherein the at least one resilient
coupling member comprises an opposed pair of resilient coupling members.

(original) The lancet system of Claim 16, wherein the at least one resilient
coupling member comprises first and second opposed pairs of resilient coupling

members.

(original) The lancet system of Claim 16, wherein the at least one resilient
coupling member comprises a cantilevered finger having a first end connected to
the lancet body and a second free end extending away from the lancet body.

(original) The lancet system of Claim 16, wherein the at least one resilient
coupling member comprises a flexible loops having first and second ends
connected to the lancet body and a medial portion between the first and second
ends separated a distance from the lancet body to define an open hollow.

(original) The lancet system of Claim 16, wherein the at least one resilient
coupling member comprises a flexible panel of the lancet body.

(original) The lancet system of Claim 16, wherein the handle portion of the
endcap has a lateral span of at least 1.5 times the lancet body thickness.
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(original) The protective sterility cap of Claim 22, wherein the handle portion
of the endcap defines a length at least equal to its lateral span.

(original) The protective sterility cap of Claim 22, wherein the handie portion
of the endcap defines a length at least equal to the lancet thickness.
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Application Serial No.: 13/675,208
Atty. Docket No. 2G02.1-453
FATENT

Response to Restriction Requirement:

Applicant elects, with fraverse, to continue prosecution of Claims 1-9 (Group 1).
Applicant respectiully traverses and requests reconsideration of the restriction
requirement on the following grounds.

Section 803 of the Manual of Patent Examining Procedure (M.P.E.P.) sets out
two criteria for proper requirement of restriction: (1) the inventions must be independent
or distinct as claimed; and (2) there must be a serious burden on the Examiner if
restriction is required. Applicant does not contest that the first criteria, namely that the
inventions must be independent or distinct as claimed, is met.

Applicant respectfully submits, however, that the second criteria specified by
M.P.EP. §803 is not met with regard to Groups | and {l. Because the inventions
defined by various claims within Groups | and il include a number of common or
substantially related elements, in order o properly examine the inventions defined by
claims in Group I, it will likely be necessary for the Examiner to also search art relevant
to claims in Group | as well. As such, there will be no significant additional burden
imposed by examination of the claims of Groups | and i togsther.

Respectiully submitted,

3"' R
éf-‘“ ev‘\;S:’é“:‘;:e““‘N K
Sy L oty
cadley K. Groff
eq. No. 38,685

Customer No. 23506

GARDNER GROFF

GREENWALD & VILLANUEVA, PC
Tel: {770) 984-2300

Fax: (770) 884-0088
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371
If a timely submission to enter the national stage of an international application is compliant with the conditions of 35

U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office
If a new international application is being filed and the international application includes the necessary components for

an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

PATENT APPLICATION FEE DETERMINATION RECORD | Application or Docket Number Filing Date
Substitute for Form PTO-875 13/675,209 11/13/2012 | [ 7o be Mailed

eNTITY: [ Larce [X] smaLL [] micro

APPLICATION AS FILED - PART |

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
X Basic FEE N/A N/A N/A 195
(37 CFR 1.16(a), (b), or ()
L] seArcH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
D EXAMINATION FEE N/A N/A N/A
(37 CFR 1.16(0), (), or (q))
p—
TOTAL CLAIMS . N
(37 CFR 1.16()) minus 20 = X $ =
INDEPENDENT CLAIMS N
(37 CFR 1.16(h) minus 3 = X3 =
If the specification and drawings exceed 100 sheets
0 of paper, the application size fee due is $310 ($155
‘:@PCL’lgﬁﬂlgN SIZE FEE for small entity) for each additional 50 sheets or
( 16(s)) fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
p—
] MULTIPLE DEPENDENT GLAIM PRESENT (37 CFR 1.16())
p—

* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL 195

APPLICATION AS AMENDED - PART I

(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
= 04/24/2013 AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
5 AMENDMENT PAID FOR
Total (37 cFrR . ; o
= 28 18 Minus | = 20 -0 x 540 - 0
Independent " . —
E ‘370’;R 1.16(n) 2 Minus 3 =0 x $210 = 0
S | [ Application Size Fee (37 CFR 1.16(s))
<C  f—
D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(}))
TOTAL ADD’L FEE 0
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
— AMENDMENT PAID FOR
Z || Total (37cFr " . "
| IR Minus - X $ -
Independent . f -
g (37CF;R1 16(h) Minus = X $ =
& | T Appiication size Fee (37 GFR 1.16(s))
=
<C D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 GFR 1.16(j))
TOTAL ADD'L FEE
* If the entry in column 1 is less than the entry in column 2, write “0” in column 3. LIE
** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”. /GLORIA TRAMMELL/

*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.0O. Box 1450

Alexandria, Virginia 22313-1450

WWw.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453 7876
23506 7590 04/01/2013
GARDNER GROFF GREENWALD & VILLANUEVA. PC | EXAMINER |
2018 POWERS FERRY ROAD NGUYEN, VIX
SUITE 800
ATLANTA, GA 30339 | ARTONTT | paperyoveER |
3731
| NOTIFICATION DATE | DELIVERY MODE |
04/01/2013 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.
Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the

following e-mail address(es):

patent@ gardnergroff.com

PTOL-90A (Rev. 04/07)
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Application No. Applicant(s)

13/675,209 PUSEY ET AL.
Office Action Summary Examiner Art Unit

Victor Nguyen 3731

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)X] Responsive to communication(s) filed on 13 November 2012.
2a)[ ] This action is FINAL. 2b)[] This action is non-final.
3)[J An election was made by the applicant in response to a restriction requirement set forth during the interview on
__ ;therestriction requirement and election have been incorporated into this action.
4)[J Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

5)X Claim(s) 1-18is/are pending in the application.

5a) Of the above claim(s) ____is/are withdrawn from consideration.
6)[ Claim(s) _____is/are allowed.
7)O0 Claim(s) ____is/are rejected.
8)[] Claim(s) is/are objected to.
) (s)

9)X] Claim(s) 1-18 are subject to restriction and/or election requirement.

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway
program at a participating intellectual property office for the corresponding application. For more information, please see
hito/www. uspto.aov/patents/init_svenis/pph/index.isp or send an inquiry to PPHfeedback@uspio. gov.

Application Papers

10)[] The specification is objected to by the Examiner.
11)[J The drawing(s) filed on is/are: a)[_] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

Priority under 35 U.S.C. § 119

12)[C] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)[J Al b)[1Some * ¢)[] None of:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No. ____
3.[] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) |:| Notice of References Cited (PTO-892) 3) |:| Interview Summary (PTO-413)
Paper No(s)/Mail Date.
2) |:| Information Disclosure Statement(s) (PTO/SB/08) 4) |:| Other:
Paper No(s)/Mail Date
U.S. Patent and Trademark Office
PTOL-326 (Rev. 09-12) Office Action Summary Part of Paper No./Mail Date 20130324
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DETAILED ACTION
Election/Restrictions
Restriction to one of the following inventions is required under 35 U.S.C. 121:
L Claims 1-9, drawn to a protective sterility cap, classified in class 606, subclass 117.
1L Claims 10-18, drawn to a lancet system, classified in class 606, subclass 181.
The inventions are distinct, each from the other because of the following reasons:
Inventions I and II are related as subcombination and combination. Inventions in this
relationship are distinct if it can be shown that (1) the combination as claimed does not
require the particulars of the subcombination as claimed for patentability, and (2) that the
subcombination has utility by itself or in other combinations (MPEP § 8§06.05(c)). In the
instant case, the combination as claimed does not require the particulars of the
subcombination as claimed. Because the combination does not require the secondary

shroud. The subcombination has separate utility such as a device for cutting tissue.

Restriction for examination purposes as indicated is proper because all these
inventions listed in this action are independent or distinct for the reasons given above and there
would be a serious search and examination burden if restriction were not required because one or
more of the following reasons apply:

(a) the inventions have acquired a separate status in the art in view of their different
classification;
(b) the inventions have acquired a separate status in the art due to their recognized

divergent subject matter;
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(c) the inventions require a different field of search (for example, searching different
classes/subclasses or electronic resources, or employing different search queries);

(d) the prior art applicable to one invention would not likely be applicable to another
invention;

(e) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 101
and/or 35 U.S.C. 112, first paragraph.

The examiner has required restriction between product and process claims. Where
applicant elects claims directed to the product, and the product claims are subsequently found
allowable, withdrawn process claims that depend from or otherwise require all the limitations of
the allowable product claim will be considered for rejoinder. A/l claims directed to a nonelected
process invention must require all the limitations of an allowable product claim for that process
invention to be rejoined.

In the event of rejoinder, the requirement for restriction between the product claims and
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully
examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101, 102,
103 and 112. Until all claims to the elected product are found allowable, an otherwise proper
restriction requirement between product claims and process claims may be maintained.
Withdrawn process claims that are not commensurate in scope with an allowable product claim
will not be rejoined. See MPEP § 821.04(b). Additionally, in order to retain the right to rejoinder
in accordance with the above policy, applicant is advised that the process claims should be

amended during prosecution to require the limitations of the product claims. Failure to do so
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may result in a loss of the right to rejoinder. Further, note that the prohibition against double
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement is
withdrawn by the examiner before the patent issues. See MPEP § 804.01.

CONCLUSION

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to VICTOR NGUYEN whose telephone number is (571) 272-
4699. The examiner can normally be reached on M-F/8:00 AM - 5:00 PM.

If attempts to reach the examiner by telephone are unsuccessful, please contact the
examiner’s supervisor, TOM HUGHES, at (571) 272-4357. The fax phone number for the
organization where this application or proceeding is assigned is 571-273-8300.

If there are any inquiries that are not being addressed by first contacting the Examiner
or the Supervisor, you may send an email inquiry to

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 866-217-9197 (toll-free). If you would
like assistance from a USPTO Customer Service Representative or access to the automated
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/Victor Nguyen/
Primary Examiner, Art Unit 3731
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UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

PQ. Box 1450

Alexandria, Virginia 22313-1450

WWW.USPTO.gOv

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453
CONFIRMATION NO. 7876
23506 PUBLICATION NOTICE
GARDNER GROFF GREENWALD & VILLANUEVA. PC
5015 POWERS FERRY FOAD T
SUITE 800

ATLANTA, GA 30339

Title:LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Publication No.US-2013-0072953-A1
Publication Date:03/21/2013

NOTICE OF PUBLICATION OF APPLICATION

The above-identified application will be electronically published as a patent application publication pursuant to 37
CFR 1.211, et seq. The patent application publication number and publication date are set forth above.

The publication may be accessed through the USPTO's publically available Searchable Databases via the
Internet at www.uspto.gov. The direct link to access the publication is currently http:/www.uspto.gov/patft/.

The publication process established by the Office does not provide for mailing a copy of the publication to
applicant. A copy of the publication may be obtained from the Office upon payment of the appropriate fee set forth
in 37 CFR 1.19(a)(1). Orders for copies of patent application publications are handled by the USPTO's Office of
Public Records. The Office of Public Records can be reached by telephone at (703) 308-9726 or (800) 972-6382,
by facsimile at (703) 305-8759, by mail addressed to the United States Patent and Trademark Office, Office of
Public Records, Alexandria, VA 22313-1450 or via the Internet.

In addition, information on the status of the application, including the mailing date of Office actions and the

dates of receipt of correspondence filed in the Office, may also be accessed via the Internet through the Patent
Electronic Business Center at www.uspto.gov using the public side of the Patent Application Information and
Retrieval (PAIR) system. The direct link to access this status information is currently http:/pair.uspto.gov/. Prior to
publication, such status information is confidential and may only be obtained by applicant using the private side of
PAIR.

Further assistance in electronically accessing the publication, or about PAIR, is available by calling the Patent
Electronic Business Center at 1-866-217-9197.

Office of Data Managment, Application Assistance Unit (571) 272-4000, or (571) 272-4200, or 1-888-786-0101
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CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

That each item of information contained in the information disclosure statement was first cited in any communication
[] from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the
information disclosure statement. See 37 CFR 1.97(e)(1).

OR

That no item of information contained in the information disclosure statement was cited in a communication from a
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signhing the certification
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to

[] any individual designated in 37 CFR 1.56(c} more than three months prior fo the filing of the information disclosure
statement. See 37 CFR 1.97(e)(2).

[] See attached certification statement.
[] The fee setforth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

SIGNATURE
A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the
form of the signature.

Signature /Bradley K. Groff/ Date (YYYY-MM-DD) 2013-02-27

Name/Print Bradley K. Groff Registration Number 39695

This collection of information is required by 37 CFR 1.97 and 1.98. The information is required to obtain or retain a henefit by the
public which is te file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR
1.14. This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2}; (2) furnishing of the information solicited
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to
process and/or examine your submission related to a patent application cr patent. If you do not furnish the requested
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may
result in termination of proceedings or abandonment of the applicaticn or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act
(5 U.8.C. 552} and the Privacy Act (5 U.S.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these record s.

A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement
negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a
request involving an individual, to whom the record pertains, when the individual has requested assistance from the
Member with respect to the subject matter of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for
the information in order to perform a contract. Recipients of information shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a{m).

A record related to an International Application filed under the Patent Cocperation Treaty in this system of records
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant
to the Patent Cooperation Treaty.

A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of
National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to
recommend improvements in records management practices and programs, under authority of 44 U.5.C. 2904 and
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of recards for this
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not be used to make
determinations about individuals.

A record from this system of records may be disclosed, as a routine use, to the public after either publication of
the application pursuant toc 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in
an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspecticns or an issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Application Serial No.: 13/675,209
Attorney Docket No.: 2G02.1-453
PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re application of: PUSEY et al.
Conf. No.: 7876
Serial No.: 13/675,209
Group Art Unit: 3731
Filed: November 13, 2012
Examiner: NGUYEN, Vi X.
For: LANCETS WITH IMPROVED
COUPLING FEATURES AND
STERILITY CAPS

INFORMATION DISCLOSURE STATEMENT

Commissioner for Patents GARDNER GROFF
P.O. Box 1450 GREENWALD & VILLANUEVA, PC
Alexandria, VA 22313-1450 2018 Powers Ferry Road, Ste. 800
Atlanta, GA 30339
Filed Electronically
February 27, 2013
Sir;

Submitted herewith on form PTO/SB/08a is a listing of documents known to applicants
and/or their attorneys in compliance with the requirements of 37 C.F.R. § 1.56. Consideration of
the cited documents and making the same of record in the prosecution of the above-noted
application are respectfully requested. Copies of these documents are not enclosed, as this
application claims priority to U.S. Non-Provisional Patent Application Serial No. 13/293,409 filed
November 10, 2011, in which copies were previously submitted. 37 C.F.R. § 1.98.

The filing of this Information Disclosure Statement shall not be construed as a
representation that a search has been made (37 C.F.R. § 1.97(g)), an admission that the
information cited is, or is considered to be, material to patentability (37 C.F.R. § 1.97(h)) or
statutory prior art, or that no other material information exists. The filing of this Information
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Application Serial No.: 13/675,209
Attorney Docket No.: 2G02.1-453
PATENT

Disclosure Statement shall not be construed as an admission against interest in any manner.
Notice of January 9, 1992, 1135 O.G. 13-25, at 25.

No fee is believed to be due, as this Information Disclosure Statement is submitted within
three months of the filing date or before receipt of a first office action on the merits. 37 C.F.R. §
1.97(b). However, if any extension of time is necessary to render this filing timely, please consider
this a request therefor. The Commissioner is authorized to charge any additional fees due or
credit any overpayment to Deposit Account 50-1513.

Respectfully submitted,

Bradfey K. Groff
Registration No. 39,695

Customer No. 23506

GARDNER GROFF

GREENWALD & VILLANUEVA, PC
Tel: (770) 984-2300

Fax: (770) 984-0098
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PTO/AIA/O01 (06-12)
Approved for use through 01/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB contro! number.

DECLARATION (37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEET (37 CFR 1.76)

Tite of |LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Invention

As the below named inventor, | hereby declare that:

This declaration o
is directed to: |:| The attached application, or

13/675,209

|:| United States application or PCT international application number
November 13, 2012

filed on

The above-identified application was made or authorized to be made by me.

| believe that | am the original inventor or an original joint inventor of a claimed invention in the application.

I hereby acknowledge that any willful false statement made in this declaration is punishable under 18 U.S.C. 1001
by fine or imprisonment of not more than five (5) years, or both.

WARNING:

Petitioner/applicant is cautioned to avoid submitting personal information in documents filed in a patent application that may
contribute to identity theft. Personal information such as social security numbers, bank account numbers, or credit card numbers
(other than a check or credit card authorization form PTO-2038 submitted for payment purposes) is never required by the USPTO
to support a petition or an application. If this type of personal information is included in documents submitted to the USPTO,
petitioners/applicants should consider redacting such personal information from the documents before submitting them to the
USPTO. Petitioner/applicant is advised that the record of a patent application is available to the public after publication of the
application (unless a non-publication request in compliance with 37 CFR 1.213(a) is made in the application) or issuance of a
patent. Furthermore, the record from an abandoned application may also be available to the public if the application is
referenced in a published application or an issued patent (see 37 CFR 1.14). Checks and credit card authorization forms
PTO-2038 submitted for payment purposes are not retained in the application file and therefore are not publicly available.

LEGAL NAME OF INVENTOR

Inventor: Brian M. COLLINS Date (Optional) :_{/ D3¢ 2012

Signature: ?ﬂ‘- fl—

Note: An application data sheet (PTO/SB/14 or equivalent), including naming the entire inventive entity, must accompany this form or must have
been previously filed. Use an additional PTO/AIA/01 form for each additional inventor.

This collection of information is required by 35 U.S.C. 115 and 37 CFR 1.63. The information is required to obtain or retain a benefit by the public which is to file (and
by the USPTO to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 1 minute to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.Q. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO

THIS ADDRESS. SEND TO: Commissicner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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PTO/AIA/O1 (06-12)

Approved for use through 01/31/2014. OMB 0651-0032

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

DECLARATION (37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEET (37 CFR 1.76)

Tite of | LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Invention

As the below named inventor, | hereby declare that:

This declaration o
is directed to: D The attached application, or

13/675,209

IE United States application or PCT international application number

filed on November 13, 2012

The above-identified application was made or authorized to be made by me.

| believe that | am the original inventor or an original joint inventor of a claimed invention in the application.

| hereby acknowledge that any willful false statement made in this declaration is punishable under 18 U.S.C. 1001
by fine or imprisonment of not more than five (5) years, or both.

WARNING:

Petitioner/applicant is cautioned to avoid submitting personal information in documents filed in a patent application that may
contribute to identity theft. Personal information such as social security numbers, bank account numbers, or credit card numbers
{other than a check or credit card authorization form PTO-2038 submitted for payment purposes) is never required by the USPTO
to support a petition or an application. If this type of personal information is included in documents submitted to the USPTO,
petitioners/applicants should consider redacting such personal information from the documents before submitting them to the
USPTO. Petitioner/applicant is advised that the record of a patent application is available to the public after publication of the
application {unless a non-publication request in compliance with 37 CFR 1.213(a) is made in the application) or issuance of a
patent. Furthermore, the record from an abandoned application may also be available to the public if the application is
referenced in a published application or an issued patent (see 37 CFR 1.14). Checks and credit card authorization forms
PTO-2038 submitted for payment purposes are not retained in the application file and therefore are not publicly available.

LEGAL NAME OF INVENTOR

Inventor: Jonathar}W. SANDERS Date (Optional) : DC& K M 120/2

Signature: // z/ﬂﬂ?
ZZ z =

Note: An application data sheet (PTO/SB/14 or equivalent), including naming the entire inventive entity, must accompany this form or must have
been previously filed. Use an additional PTO/AIA/01 form for each additional inventor.

This collection of information is required by 35 U.S.C. 115 and 37 CFR 1.63. The information is required to obtain or retain a benefit by the public which is to file (and
by the USPTO to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 1 minute to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO

THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
if you need assistance in completing the form, call 1-800-PT0-9189 and select option 2.
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Electronic Acknowledgement Receipt

EFS ID: 14836946
Application Number: 13675209
International Application Number:
Confirmation Number: 7876

Title of Invention:

LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

First Named Inventor/Applicant Name:

Lauren R. PUSEY

Customer Number:

23506

Filer:

Bradley Groff/Roseanne Hall

Filer Authorized By:

Bradley Groff

Attorney Docket Number: 2G02.1-453
Receipt Date: 30-JAN-2013
Filing Date: 13-NOV-2012
Time Stamp: 20:11:17

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment

no

File Listing:

Document

Number Document Description

File Size(Bytes)/

File Name Message Digest

Multi
Part /.zip

Pages
(if appl.)

1 Oath or Declaration filed

03_Signed_Declaration_Collins|

83822

.pdf
e0dc4200593a83f1865a57132d3e 1d2cfdcf
Taal

no

Warnings:

Information:
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) ) 84557
2 QOath or Declaration filed 03_S|gned_DSeclz;atlon_Sander no 1
! p 394500abaaf027951e5979b05a4fb8a1 0bfel
5¢lc
Warnings:
Information:
Total Files Size (in bytes):i 168379

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

PQ. Box 1450

Alexandria, Virginia 22313-1450

WWW.USPTO.gOv

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
13/675,209 11/13/2012 Lauren R. PUSEY 2G02.1-453
CONFIRMATION NO. 7876
23506 NOTICE
GARDNER GROFF GREENWALD & VILLANUEVA. PC
5015 POWERS FERRY FOAD T
SUITE 800

ATLANTA, GA 30339
Date Mailed: 12/12/2012

INFORMATIONAL NOTICE TO APPLICANT

Applicant is notified that the above-identified application contains the deficiencies noted below. No period for
reply is set forth in this notice for correction of these deficiencies. However, if a deficiency relates to the inventor's
oath or declaration, the applicant must file an oath or declaration in compliance with 37 CFR 1.63, or a substitute
statement in compliance with 37 CFR 1.64, executed by or with respect to each actual inventor no later than the
expiration of the time period set in the "Notice of Allowability" to avoid abandonment. See 37 CFR 1.53(f).

The item(s) indicated below are also required and should be submitted with any reply to this notice to avoid
further processing delays.
+ A properly executed inventor's oath or declaration has not been received for the following inventor(s):
Brian M. COLLINS, Christopher J. RUF, Nicholas H. REAVES, Jonathan W. SANDERS
Applicant may submit the inventor's oath or declaration at any time before the Notice of Allowance and Fee(s)
Due, PTOL-85, is mailed.
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PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number
Substitute for Form PTO-875 13/675,209
APPLICATION AS FILED - PART | OTHER THAN
(Column 1) (Column 2) SMALL ENTITY OR SMALL ENTITY
FOR NUMBER FILED NUMBER EXTRA RATE(S$) FEE($) RATE($) FEE($)
BASIC FEE
(37 CFR 1.16(a), (b), or (c)) N/A N/A N/A 98 N/A
SEARCH FEE
R i) N/A N/A N/A 310 N/A
EXAMINATION FEE
EXAINAION FEE N/A N/A N/A 125 N/A
TOTAL CLAIMS ' *
(37 CFR 1.16(7)) 18 minus 20= x 31 = 0.00 OR
INDEPENDENT CLAIMS . *
(37 CFR 1.16(h) 2 minus 3 = x 125 = 0.00
If the specification and drawings exceed 100
APPLICATION SIZE | sheets of paper, the application size fee due is
FEE $310 ($155 for small entity) for each additional 0.00
(837 CFR 1.16(s)) 50 sheets or fraction thereof. See 35 U.S.C.
41(a)(1)(G) and 37 CFR 1.16(s).
MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(j)) 0.00
* |f the difference in column 1 is less than zero, enter "0" in column 2. TOTAL 533 TOTAL
APPLICATION AS AMENDED - PART Il
OTHER THAN
(Column 1) (Column 2) (Column 3) SMALL ENTITY OR SMALL ENTITY
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
< AFTER PREVIOUSLY EXTRA RATE(S) FEE($) RATE(S) FEE($)
E AMENDMENT PAID FOR
w Total " -
s (37 oFg? 16(i) Minus = OR =
a Independent Minus =
E (37 R 1.16() = OR =
<§( Application Size Fee (37 CFR 1.16(s))
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16())) OR
TOTAL OR TOTAL
ADD'L FEE ADD'L FEE
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
m AFTER PREVIOUSLY EXTRA RATE(S) FEE(S) RATE®) FEE(S)
E AMENDMENT PAID FOR
[10) Total Minus | ** = X =
= (37 ch ?160)) OR |x -
% Independent Minus | *** = X = OR |x =
w (37 CFR 1.16(h)) - -
<§( Application Size Fee (37 CFR 1.16(s))
OR
FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16()))
TOTAL OR TOTAL
ADD'L FEE ADD'L FEE
* If the entry in column 1 is less than the entry in column 2, write "0" in column 3.
** |If the "Highest Number Previously Paid For" IN THIS SPACE is less than 20, enter "20".
*** |f the "Highest Number Previously Paid For" IN THIS SPACE is less than 3, enter "3".
The "Highest Number Previously Paid For" (Total or Independent) is the highest found in the appropriate box in column 1.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNTTED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

PQ. Box 1450

Alexandria, Virginia 22313-1450

WWW.USPTO.gOv

APPLICATION FILING or GRP ART
NUMBER I 371(c) DATE UNIT I FIL FEE REC'D I ATTY.DOCKET.NO ITOT CLAIMSIIND CLAIMSl
13/675,209 11/13/2012 3731 598 2G02.1-453 18 2
CONFIRMATION NO. 7876
23506 FILING RECEIPT
GARDNER GROFF GREENWALD & VILLANUEVA. PC
2018 POWERS FERRY ROAD T TS ADEEAAV R
SUITE 800 000000057969546

ATLANTA, GA 30339
Date Mailed: 12/12/2012

Receipt is acknowledged of this non-provisional patent application. The application will be taken up for examination
in due course. Applicant will be notified as to the results of the examination. Any correspondence concerning the
application must include the following identification information: the U.S. APPLICATION NUMBER, FILING DATE,
NAME OF APPLICANT, and TITLE OF INVENTION. Fees transmitted by check or draft are subject to collection.
Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please
submit a written request for a Filing Receipt Correction. Please provide a copy of this Filing Receipt with the
changes noted thereon. If you received a "Notice to File Missing Parts" for this application, please submit
any corrections to this Filing Receipt with your reply to the Notice. When the USPTO processes the reply
to the Notice, the USPTO will generate another Filing Receipt incorporating the requested corrections

Inventor(s)

Lauren R. PUSEY, Woodstock, GA;

Brian M. COLLINS, Denver, CO;

Christopher J. RUF, Marietta, GA;

Nicholas H. REAVES, Atlanta, GA;

Jonathan W. SANDERS, Portage, MI;
Applicant(s)

FACET TECHNOLOGIES, LLC, Kennesaw, GA
Assignment For Published Patent Application

FACET TECHNOLOGIES, LLC, Kennesaw, GA

Power of Attorney: None

Domestic Priority data as claimed by applicant
This application is a DIV of 13/293,409 11/10/2011
which is a DIV of 12/510,701 07/28/2009 ABN
which claims benefit of 61/084,456 07/29/2008

Foreign Applications for which priority is claimed (You may be eligible to benefit from the Patent Prosecution
Highway program at the USPTO. Please see http://www.uspto.gov for more information.) - None.

Foreign application information must be provided in an Application Data Sheet in order to constitute a claim to
foreign priority. See 37 CFR 1.55 and 1.76.

Permission to Access - A proper Authorization to Permit Access to Application by Participating Offices
(PTO/SB/39 or its equivalent) has been received by the USPTO.
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If Required, Foreign Filing License Granted: 12/04/2012

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,

is US 13/675,209
Projected Publication Date: 03/21/2013
Non-Publication Request: No

Early Publication Request: No
** SMALL ENTITY **
Title

LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS
Preliminary Class
606

PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES

Since the rights granted by a U.S. patent extend only throughout the territory of the United States and have no
effect in a foreign country, an inventor who wishes patent protection in another country must apply for a patent
in a specific country or in regional patent offices. Applicants may wish to consider the filing of an international
application under the Patent Cooperation Treaty (PCT). An international (PCT) application generally has the same
effect as a regular national patent application in each PCT-member country. The PCT process simplifies the filing
of patent applications on the same invention in member countries, but does not result in a grant of "an international
patent” and does not eliminate the need of applicants to file additional documents and fees in countries where patent
protection is desired.

Almost every country has its own patent law, and a person desiring a patent in a particular country must make an
application for patent in that country in accordance with its particular laws. Since the laws of many countries differ
in various respects from the patent law of the United States, applicants are advised to seek guidance from specific
foreign countries to ensure that patent rights are not lost prematurely.

Applicants also are advised that in the case of inventions made in the United States, the Director of the USPTO must
issue a license before applicants can apply for a patent in a foreign country. The filing of a U.S. patent application
serves as a request for a foreign filing license. The application's filing receipt contains further information and
guidance as to the status of applicant's license for foreign filing.

Applicants may wish to consult the USPTO booklet, "General Information Concerning Patents” (specifically, the
section entitled "Treaties and Foreign Patents") for more information on timeframes and deadlines for filing foreign
patent applications. The guide is available either by contacting the USPTO Contact Center at 800-786-9199, or it
can be viewed on the USPTO website at http://www.uspto.gov/web/offices/pac/doc/general/index.html.

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish
to consult the U.S. Government website, http//www.stopfakes.gov. Part of a Department of Commerce initiative,
this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4158).
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LICENSE FOR FOREIGN FILING UNDER
Title 35, United States Code, Section 184

Title 37, Code of Federal Regulations, 5.11 & 5.15
GRANTED

The applicant has been granted a license under 35 U.S.C. 184, if the phrase "IF REQUIRED, FOREIGN FILING
LICENSE GRANTED" followed by a date appears on this form. Such licenses are issued in all applications where
the conditions for issuance of a license have been met, regardless of whether or not a license may be required as
set forth in 37 CFR 5.15. The scope and limitations of this license are set forth in 37 CFR 5.15(a) unless an earlier
license has been issued under 37 CFR 5.15(b). The license is subject to revocation upon written notification. The
date indicated is the effective date of the license, unless an earlier license of similar scope has been granted under
37 CFR 5.13 or 5.14.

This license is to be retained by the licensee and may be used at any time on or after the effective date thereof unless
it is revoked. This license is automatically transferred to any related applications(s) filed under 37 CFR 1.53(d). This
license is not retroactive.

The grant of a license does not in any way lessen the responsibility of a licensee for the security of the subject matter
as imposed by any Government contract or the provisions of existing laws relating to espionage and the national
security or the export of technical data. Licensees should apprise themselves of current regulations especially with
respect to certain countries, of other agencies, particularly the Office of Defense Trade Controls, Department of
State (with respect to Arms, Munitions and Implements of War (22 CFR 121-128)); the Bureau of Industry and
Security, Department of Commerce (15 CFR parts 730-774); the Office of Foreign AssetsControl, Department of
Treasury (31 CFR Parts 500+) and the Department of Energy.

NOT GRANTED

No license under 35 U.S.C. 184 has been granted at this time, if the phrase "IF REQUIRED, FOREIGN FILING
LICENSE GRANTED" DOES NOT appear on this form. Applicant may still petition for a license under 37 CFR 5.12,
if a license is desired before the expiration of 6 months from the filing date of the application. If 6 months has lapsed
from the filing date of this application and the licensee has not received any indication of a secrecy order under 35
U.S.C. 181, the licensee may foreign file the application pursuant to 37 CFR 5.15(b).

SelectUSA

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location
for business investment, innovation and commercialization of new technologies. The USA offers tremendous
resources and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation

works to encourage, facilitate, and accelerate business investment. To learn more about why the USA is the best

country in the world to develop technology, manufacture products, and grow your business, visit SelectUSA.gov.
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PTO/AIA/15 (07-12)
Approved for use through 01/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office. U.S. DEPARTMENT OF COMMERCE

See MPEP chapter 600 concerning utility patent application contents.

2G02.1-453
UT| LITY Attorney Docket No.
PATENT AP P LICAT'ON First Inventor PUSEY et al.
TRAN s M lTTAL Ti"e LANCETS WITH (MPROVED COUPLING FEATURES AND STERILITY CAPS
\_ (Only for new nonprovisional applications under 37 CFR 1.53(b)) Express Mail Label No. Filed Electronically )
Commissioner for Patents
APPLICATION ELEMENTS ADDRESS TO: P.O. Box 1450

Alexandria VA 22313-1450

1.[£] Fee Transmittal Form.

{PTO/SB/7 or equivalent)
2. |Z] Applicant claims small entity status.
See 37 CFR 1.27.
3.@ Specification. [Total Pages. 18 ]
8oth the cla(ms and abslract must start on a new page
(For i on the prefe g see MPEP § 608.01(a))

4.[/] Drawing(s). (35 U.S.C. 113) [Total Sheets ®

5. Inventor's Oath or Declaration.  [Total Sheets 1
includi under 37 CFR 1.64 and assignmenis serving as an
oath or deciaration undar 37 CFR 1. 63(e))

a. V] Newly executed (original or copy)
b. [ | A copy from a prior application (37 CFR 1.63(d)}

6. Application Data Sheet. “See Note beiow.
See 37 CFR 1.76 (PTO/AIA/14 or equivalent)

7.[_] cob-ROMorcCD-R.
in duplicate, large table or Computer Program (Appendix)

|:[ Landscape Table on CD
8. Nucleotide and/or Amino Acld Sequence Submission.
(if applicable, items a. - c. are required)

a. [] Computer Readable Form (CRF)
b. D Specification Sequence Listing on:

. 1 cD-ROM or CD-R (2 copies); o

i. [] Paper

c. D Statements verifying identity of above coples

ACCOMPANYING APPLICATION PARTS

9. I:I Assignment Papers.
(cover sheet & document(s))

Name of Assignee,

10. |:| 37 CFR 3.73(c) Statement.

{when there is an assighes)

D Power of Attorney.

1. r__l English Translation Document.
{if applicable)
12. I:l Information Disclosure Statement.
(PTO/SB/08 or PTO-1449)
I:lCopies of citations attached

13. I:I Preliminary Amendment.

14. [JReturn Recelpt Postcard.
{MPEP § 503) (Shouid be spacifically lemized)

15. D Certified Copy of Priority Document{s).
(it foreign priority is claimed)
16. D Nonpublication Request.

Under 35 U.S.C. 122(b}(2){B}{i). Appiicant must attach form PTO/SB/35 or
equivalant.

17. D Other:

interest in the matter. See 37 CFR 1.46(b).

*Note: (1) Benefit claims under 37 CFR 1.78 and foreign priority claims under 1.55 must be included in an Application Data Sheet (ADS).
(2) For applications filed under 35 U.S.C. 111, the application must contain an ADS specifying the applicant If the applicant is an
assignee, person to whom the inventor is under an obligation to assign, or person who otherwise shows sufficient proprietary

18. CORRESPONDENCE ADDRESS

23506

m The address associated with Customer Number:

OR I:I Correspondence address below

Name

Address

City State Zip Code
Country [elephone Email

Signature Date | November 13, 2012
Name ” Registration No.
\_(PrintType) Brédley K. Groff {Attorey/Agent) | 39,695 )

This collection of information is required by 37 CFR 1.53(b). The information Is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.11 and 1,14, This collection is estimated to take 12 minutes to

te, including gath

ing, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any

comments on the amount of time you require to complete this form andfor suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED

FORMS TO THIS ADDRESS. SEND TO: C issl forP

P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in complieting the form, call 1-800-PT0-9199 and select option 2.
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PTO/AIA/14 (08-12)
Approved for use through 01/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respend to a cellection of information unless it contains a valid OMB control number.

L. Attorney Docket Number | 2G02.1-453
Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

The application data sheet is part of the provisional or nonprovisional application for which it is being submitted. The following form contains the
bibliographic data arranged in a format specified by the United States Patent and Trademark Cffice as outlined in 37 CFR 1.76.

This document may be completed electronically and submitted to the Cffice in electronic format using the Electronic Filing System (EFS) or the
document may be printed and included in a paper filed application.

Secrecy Order 37 CFR 5.2

Porticns or all of the application associated with this Application Data Sheet may fall under a Secrecy Order pursuant to
[] 37CFR5.2 (Paper filers only. Applications that fall under Secrecy Order may not be filed electronically.}

Inventor Information:
Inventor 1

Legal Name
Prefix| Given Name Middle Name Family Name Suffix
Lauren R. PUSEY
Residence Information (Select One) (¢) US Residency () Non US Residency () Active US Military Service
City | Woodstock | State/Province | GA | Country of Residence i | Us

Mailing Address of Inventor:

Address 1 5160 Shotwell Street
Address 2
City Woodstock ‘ State/Province | GA
Postal Code 30188 ‘ Country | us
Inventor 2
Legal Name
Prefix| Given Name Middle Name Family Name Suffix
Brian M. COLLINS
Residence Information {Select One) (o) US Residency () Non US Residency () Active US Military Service
City | Denver | State/Province | co | Country of Residence i | us

Mailing Address of Inventor:

Address 1 440 Holly Street

Address 2

City Denver ‘ State/Province | CcO

Postal Code 80220 ‘ Country | ‘ uUs

Inventor 3

Legal Name

Prefix| Given Name Middle Name Family Name Suffix
Christopher J. RUF

Residence Information {Select One) (¢) US Residency () Non US Residency () Active US Military Service

EFS Web 223
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U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reducticn Act of 1995, no persons are required to respend to a collection of information unless it contains a valid OMB contrel number.

Attorney Docket Number | 2G02.1-453

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

City | Marietta State/Province |GA |Country of Residence i | US

Mailing Address of Inventor:

Address 1 2120 lthica Drive
Address 2
City Marietta ‘ State/Province | GA
Postal Code 30067 ‘ Country | us
Inventor 4
Legal Name
Prefix| Given Name Middle Name Family Name Suffix
Nicholas H. REAVES
Residence Information {Select One) (o) US Residency () Non US Residency () Active US Military Service
City | Atlanta | State/Province | GA | Country of Residence | | us

Mailing Address of Inventor:

Address 1 130 Center Street NW
Address 2
City Atlanta ‘ State/Province | GA
Postal Code 30313 ‘ Country ! ‘ us
Inventor 5
Legal Name
Prefix| Given Name Middle Name Family Name Suffix
Jonathan W. SANDERS
Residence Information {Select One) (¢) US Residency () Non US Residency () Active US Military Service
City | Portage | State/Province | MI | Country of Residencei| us

Mailing Address of Inventor:

Address 1 5717 Thunder Bay Street

Address 2

City Portage ‘ State/Province | MI
Postal Code ‘ 49024 ‘ Country | ‘ uUs

All Inventors Must Be Listed - Additional Inventor Information blocks may be

generated within this form by selecting the Add butten. Add

Correspondence Information:

Enter either Customer Number or complete the Correspondence Information section below.
For further information see 37 CFR 1.33(a).

[ ] An Address is being provided for the correspondence Information of this application.
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U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reducticn Act of 1995, no persons are required to respend to a collection of information unless it contains a valid OMB contrel number.

Attorney Docket Number | 2G02.1-453

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Customer Number 23506

Email Address patent@gardnergroff.com | | AddEmail | |Remove Email

Application Information:

Title of the Invention LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS
Attorney Docket Number| 2G02.1-453 | Small Entity Status Claimed
Application Type Nonprovisional

Subject Matter Utility

Suggested Class (if any) |Sub Class (if any) ‘

Suggested Technology Center (if any}

Total Number of Drawing Sheets {if any) 9 Suggested Figure for Publication (if any} | 1
Publication Information:

[] Reguest Early Publication (Fee required at time of Request 37 CFR 1.219)

Request Not to Publish. | hereby request that the attached application not be published under

35 U.S.C. 122(b) and certify that the invention disclosed in the attached application has not and will not be the
subject of an application filed in another country, or under a multilateral international agreement, that requires
publication at eighteen months after filing.

Representative Information:

Representative information should be provided for all practitioners having a power of attorney in the application. Providing
this information in the Application Data Sheet does not constitute a power of attomey in the application {(see 37 CFR 1.32).

Either enter Customer Number or complete the Representative Name section below. If both sections are completed the customer
Number will be used for the Representative Information during processing.

Please Select One: (® Customer Number ‘ (O US Patent Practitioner | (O Limited Recognition (37 CFR 11.9)
Customer Number 23506

Domestic Benefit/National Stage Information:

This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, or 365(c) or indicate
Naticnal Stage entry from a PCT application. Providing this information in the application data sheet constitutes the
specific reference required by 35 U.S.C. 119(e} or 120, and 37 CFR 1.78.

Prior Application Status | Pending

Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD}
Division of 13/293409 2011-11-10
Prior Application Status | Abandoned
EFS Web2.2.3
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Application Data Sheet 37 CFR 1.76

Attorney Docket Number

2G02.1-453

Application Number

Title of Invention

LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD}
13/293409 Division of 12/510701 2009-07-28

Prior Application Status | Expired

Application Number Continuity Type Prior Application Number Filing Date (YYYY-MM-DD)}
12/510701 non provisional of 61/084456 2008-07-29

Additional Domestic Benefit/National Stage Data may be generated within this form

by selecting the Add button. Add

Foreign Priority Information:

This section allows for the applicant to claim benefit of foreign priority and to identify any prior foreign application for which priority is
not claimed. Providing this information in the application data sheet constitutes the claim for priority as required by 35 U.S.C. 119(b)
and 37 CFR 1.55(a).

| Remove |
Application Number Country i Filing Date (YYYY-MM-DD) Priority Claimed
® Yes (O No
Additional Fereign Priority Data may be generated within this form by selecting the
Add button. Add

Authorization to Permit Access:

Authorization to Permit Access to the Instant Application by the Participating Offices

If checked, the undersigned hereby grants the USPTO authority to provide the European Patent Office (EPO),

the Japan Patent Office {(JPQ), the Korean Intellectual Property Office (KIPQ), the World Intellectual Property Office (WIPQO),
and any other intellectual property offices in which a foreign application claiming priority to the instant patent application

is filed access to the instant patent application. See 37 CFR 1.14(c) and (h). This box should not be checked if the applicant
does not wish the EPO, JPO, KIPO, WIPO, or other intellectual property office in which a foreign application claiming priority
to the instant patent application is filed to have access to the instant patent application.

In accordance with 37 CFR 1.14{h){3), access will be provided to a copy of the instant patent application with respect

to: 1) the instant patent application-as-filed; 2) any foreign application to which the instant patent application

claims priority under 35 U.S.C. 119(a)-(d) if a copy of the foreign application that satisfies the certified copy requirement of
37 CFR 1.55 has been filed in the instant patent application; and 3) any U.S. application-as-filed from which benefit is
sought in the instant patent application.

In accordance with 37 CFR 1.14{(c), access may be provided to information concerning the date of filing this Authorization.

Applicant Information:

Providing assignment information in this section does not substitute for compliance with any requirement of part 3 of Title 37 of CFR
to have an assignment recorded by the Office.

EFS Web 223
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L Attorney Docket Number | 2G02.1-453
Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

Applicant 1
If the applicant is the inventor {or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not he completed.
The information to be provided in this section is the name and address of the legal representative who is the applicant under 37 CFR
1.43; or the name and address of the assignee, person to whom the inventor is under an obligation to assign the invention, or person
who otherwise shows sufficient proprietary interest in the matter who is the applicant under 37 CFR 1.46. If the applicant is an
applicant under 37 CFR 1.46 (assignee, person to whom the inventor is obligated to assign, or person who otherwise shows sufficient
proprietary interest) together with one or more joint inventors, then the joint inventor or inventors who are also the applicant should be

identified in this section.

(® Assignee (O Legal Representative under 35 U.8.C. 117

O Person to whom the inventor is obligated to assign. ‘O Person who shows sufficient proprietary interest

If applicant is the legal representative, indicate the authority to file the patent application, the inventor is:

Name of the Deceased or Legally Incapacitated Inventor :

If the Assignee is an Organization check here.

Organization Name | 57 TECHNOLOGIES, LLC

Mailing Address Information:

Address 1 112 Town Park Drive

Address 2 Suite 300

City Kennesaw State/Province GA
Country i| US Postal Code 30144
Phone Number Fax Number

Email Address

Additional Applicant Data may be generated within this form by selecting the Add button. Add

Signature:

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and
certifications

Signature [/Bradley K. Groff/ Date (YYYY-MM-DD)| 2012-11-13
First Name | Bradley K. Last Name | Groff Registration Number | 39695
Additicnal Signature may be generated within this form by selecting the Add button. Add
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U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reducticn Act of 1995, no persons are required to respend to a collection of information unless it contains a valid OMB contrel number.

Attorney Docket Number | 2G02.1-453

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

This collection of information is required by 37 CFR 1.76. The information is required to obtain or retain a benefit by the public which
is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This
collection is estimated to take 23 minutes to complete, including gathering, preparing, and submitting the completed application data
sheet form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to
complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TG THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the attached form related to
a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised that: (1) the general authority for the collection
of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information is
used by the U.S. Patent and Trademark Office is to process and/or examine your submission related to a patent application or patent. If you do not
furnish the requested information, the U.S. Patent and Trademark Cffice may not be able to process and/or examine your submission, which may
result in termination of proceedings or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:
1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act (5 U.5.C. 552)
and the Privacy Act (5 U.5.C. 652a). Records from this system of records may be disclosed to the Department of Justice to determine

whether the Freedom of Infermation Act requires disclosure of these records.

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a court, magistrate, or
administrative tribunal, including disclosures to opposing counsel in the course of settlement negotiations.

3. A record in this system of records may be disclosed, as a routine use, to a Member of Gongress submitting a request involving an
individual, to whom the record pertains, when the individual has requested assistance from the Member with respect to the subject matter of
the record.

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for the information in

order to perform a contract. Recipients of information shall be required to comply with the requirements of the Privacy Act of 1974, as
amended, pursuant to 5 U.S.C. 5562a(m).

5. A record related to an International Application filed under the Patent Cooperation Treaty in this system of records may be disclosed,
as a routine use, to the International Bureau of the World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

6. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of National Security
review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S5.C. 218(c)).

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or his/her designee,
during an inspection of records conducted by GSA as part of that agency's responsibility tc recommend improvements in records
management practices and programs, under authority of 44 U.S5.C. 2804 and 2906. Such disclosure shall be made in accordance with the
GBSA regulations governing inspection of records for this purpose, and any other relevant (i.e., GSA or Commerce) directive. Such
disclosure shall not be used to make determinations about individuals.

8. A record from this system of records may be disclosed, as a routine use, to the public after either publication of the application pursuant]
to 35 U.8.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which became abandoned or in which the proceedings were
terminated and which application is referenced by either a published application, an application open to public inspections or an issued
patent.

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law enfercement agency, if the
USPTO becomes aware of a violation or potential violation of law or regulation.
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DECLARATION (37 CFR 1.63) FOR UTILITY OR DESIGN APPLICATION USING AN
APPLICATION DATA SHEET {37 CFR 1.78)

........ . ——

SR S RS,

Titleof | LANCETS WITH IMPROVED COUPLING FEATURES AND STERILITY CAPS

invention

As the below named inventor, | hereby deciare that:

This declaration -
is directed to: The attached application, or

D United States application or PCT international application number

filed on

The above-identified application was made or authorized to be made by me.

! believe that | am the original inventor or an original joint inventor of a claimed invention in the application.

} | hereby acknowledge that any willful false staterment made in this deciaration is punishable under 18 U.S.C. 1001
by fine or imprisanment of not more than five (5) years, or both.

WARNING:

Petitioner/applicant is cautioned to avoid submitting personal information in documents filed in a patent application that may
contribute to identity theft. Personal information such as social security numbers, bank account numbers, or credit card numbers
(other than a check or credit card authorization form PTO-2038 submitted for payment purposes} is never required by the USPTO
to support a petition or an application. If this type of personal information is included in documents submitted ic the USPTO,
petitioners/applicants should consider redacting such personal information from the documents before submitting them to the
USPTO. Petitioner/applicant is advised that the record of a patent application is available to the public after publication of the
application (uniess a non-publication request in compliance with 37 CFR 1.213(a) is made in the application) or issuance of a
patent. Furthermore, the record from an abandoned application may also be available to the public if the application is
referenced in a published application or an issued patent (see 37 CFR 1.14). Checks and credit card authorization forms
PTC-2038 submitted for payment purposes are not retained in the application file and therefore are not pubiicly available.

LEGAL NAME OF INVENTOR

tnventor, -auren R: PUSEY ‘ Date (Optional) :_{ <. AJead

Signature;

Y
Lias?

Note: An application data sheet (PTO/SB/14 or equivalent), including naming the entire inventive entity, must accompany this form or must have
bean previously filed. Use an additional PTO/AIA/D1 form for each additional inventor.

This coltaction of information is requirad by 35 L.5.C. 115 and 37 CFR 1.63. The information is requirad to obtain or retain a benefit by the pubtic which is to file (and
by the USPTO to process) an application. Confidentiality is governed by 35 U.8.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimatad o take 1 mimute to
complete, including g ing, preparing, and submitting the completed application form to the USPTO . Time will vary depending upon the individual case. Any
commants on the amount of me you require to complate this form andior suggestions for reducing this burden, should be sent to the Chief Information Officer, U S.
Patent and Trademark Office, U.S. Depariment of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO
THIS ADDRESS. SEND T0: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

#f you need sssistance in completing the form, call 1-800-PTO-2199 and select option 2
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1 Patent
Attorney Docket No.: 2602.1-453

LANCETS WITH IMPROVED COUPLING FEATURES

AND STERILITY CAPS

Cross-Reference {o Related Application

1006017 This application is a divisional of U.5. Non-Provisional Patent Application
Serial No. 13/283,409 filed November 10, 2011, which is a divisional of U.S. Non-
Provisional Patent Application Serial No. 12/510,701 filed July 28, 2008, which claims the
benefit of U.S. Provisional Patent Application Serial No. 61/084,456 filed July 28, 2008, the

entireties of which are hereby incorporaled herein by reference for all purposes.

Technical Field

[00602] The present invention relates generally to the field of medical devices, and

more particularly to lancets and lancing devices for blood sampling and testing.
Background of the Invention

[0003] Lanceis and lancing devices are utilized for penetrating the skin of a human
or animal subject at a lancing site o oblain a sample of blood or other body fluid for
medical testing, as in blood-typing or blood-glucose testing. Known lancing devices
commonly include a housing containing a drive mechanism, a charging mechanism for
energizing the spring or other drive means of the drive mechanism, and a release
mechanism for releasing the drive mechanism upon actuation. A lancet is typically
propelied by the drive mechanism from a retracted position shislded within the housing lo
an extended position wherein a sharp tip portion of the lancet projects from the housing to
prick the subject’s skin at a desired lancing site. An gjection machanism can optionally be

included for discharge of 8 used lancet from the lancing device.

[6004] The lancet is typically a disposable component that is removably mounted

into a receiver or lancet carrier portion of the drive mechanism of 3 lancing device. Aused
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fancet typically is removed from the lancet carrier after sampling for disposal. A new,
sterile lancetis then replaced into the lancet carrier for further sampling. Lancets typically
comprise a sharp metal tip in the form of a needle or blade. The needle or blade is
typically embedded in a plastic body that has a size and shape configurad for releasable
engagement with the receiver or lancet carrier of a lancing device. The sharp tip of the
lancet is commonly embedded in a removable plastic cap to maintain sterility and prevent
inadvertent sticks prior to use. The endcap may be replaceable onto the lancet after use io

re-cover the sharp lancet tip for safety and hygienic purposes.

[0005] it is to the provision of improved lancets thal the present invention is primarily
direcied.

Summary of the Invention

(0606} in example embodiments, the present invention provides improved lancet
designs with various advantages over previously known lancets. In one aspect, the
present invention relates to a lancst having one or more cantilevers or resilient coupling
members, such as arms, fingers, barbs, flared portions, projections, or the like on the
tlancet body, for engagement with a cooperaiing coupling member of a lancing device,

facHitating ease of insertion and gjection in use.

(6007 in another aspect, the present invention relates 1o a lancet having a sterility
cap or protective cover with a handle or grip portion for assisting in removal of the cap for

use of the lancet and/or for replacement of the cap onto a used lancet for disposal.

(0608} In still another aspect, the present invention relates to a sterility cap or
protective cover for a lancet, the cap or cover having a handle for assisting in removal of

the cap from the lancet, and/or for replacement of the cap onto a used lancet for disposal.

100097 in another aspect, the present invention relates {o a lancet having a lancet

body with a smoothly curved side profile, having at least one crest and at least one trough
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for engagement with cooperating coupling portions of a lancing device. An expanded disc
or flange oplionally projects from the lancet body to assist in gjection and removal of the

lancet.

16010} In another aspedct, the invention relales to a lancet comprising a lancet body,
a sharp lancing tip projecting from a first end of the lancet body, and at least one resilient
coupling member for releasable engagement with a coopserating coupling member of a

fancing device.

[0011] in yat another aspect, the invention relates {o a prolective sterility cap for a
fancet, the sterility cap comprising a primary sheath for initial embedment of a sharp
ancing tip of an unused lancel therein, and a gripping handie portion extending from the

primary sheath.

[0012] in another aspect, the invention relates (o a lancet system including a lancel
having g lancet body and a sharp lancing tip projecting from the lancet body, wherein the
lancet body comprises at least one rasilient coupling member and defines a lancst body
thickness. The lancet system further includes an endcap having a primary shroud portion
initially surrounding the sharp lancing tip of the lancel, a secondary shroud portion for
placement over the sharm lancing tip of the lancet after use, and a handle portion extending

belween the primary shroud portion and the secondary shroud portion.

(0013} These and other aspects, features and advantages of the invention will be
understood with reference to the drawing figures and detailed description herein, and will
be realized by means of the various elements and combinations particularly pointed outin
the appended claims. L is (o be understood that both the foregoing general description
and the following brief description of the drawings and detailed description of the invention
are exemplary and explanatory of preferred embodiments of the invention, and ars not

rastrictive of the invention, as claimed.
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Brief Description of the Drawings

[0014] FIGURES 1A ~ 1€ show an example embodiment of a lancel according to

one form of the invention.

[0015] FIGURES 2A ~ 20 show an example embodiment of a lancet according to

another form of the invention.

[6018] FIGURES 3A ~ 3D show an example embodiment of a lancet according to

another form of the invention.

160177 FIGURES 4A ~ 4D show an example embodiment of a lancet according to

another form of the invention.

[6018] FIGURES 54 —~ 5E show an example embodiment of an endceap for a lancet

according to one form of the invention.

16019} FIGURES 6A — 8D show an sxample embodiment of an endcap for g lancet

according to another form of the invention.

160207 FIGURE 7 shows an example embodiment of an endecap for a lancet

according to another form of the invention.

(00217 FIGURES 84 and 88 show an example embodiment of a lancet according to

another form of the invention.

[0022] FIGURES 94 and 98 show an example embodiment of a lancet according to

another form of the invention.

[0023] FIGURES 104 and 108 show an example embaodiment of a lancet according

to another form of the invention.
Detailed Description of Example Embodiments

10024] The present invention may be undsrstood more readily by reference to the

following detailed description of the invention laken in connection with the accompanying
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drawing figures, which form a part of this disclosure. H is o be undersiood that this
invention is not limiled to the specific devices, methods, conditions or parameters
described andfor shown herein, and that the terminology used hersein is for the purpose of
describing particular embaodiments by way of example only and is not intended to be
firniting of the claimed invention. Any and all patenis and other publications identified in

this specification are incorporated by reference as though fully set forth hersin.

10025} Also, as used in the specification including the appended claims, the singular
forms “a,” "an,” and “the" include the plural, and reference 1o a particular numerical value
includes at least that particular value, unless the context clearly dictates otherwise.
Ranges may be expressed herein as from “about” or “approximately” one particular value
and/or to “aboul” or “approximately” another particular value. When such a range is
expressed, ancther embodiment includes from the one particular value and/or to the other
particular value. Similarly, when values are expresssd as approximations, such as by use
of the anteceden! “approximately” or “about,” it will be understood that the particular value

forms another embodiment.

[6026] With reference now to the drawing figures, FIGURES 1A~ 1C show a lancel
10 according to an example form of the invention. The lancet 10 includes g body portion
12 having a sharp lancet tip 14 projecting from a front or first end thereof, and one or more
{two are depicted)} resilient coupling members in the form of cantilevered fingers 16
projecting from sides of the body portion. The cantilevered fingers 16 have a base end
connectad proximal to the back or second end of the body portion, and a free end
projeciing ocutwardly and toward the front of the body portion. The cantilevered fingers 16
preferably taper oulwardly from their base end toward their free end, thereby defining a
smoothly tapered lead-in profile adjacent the back end of the lancet body for sasier
alignment during instaliation into a lancing device for use. The free end of each

cantilevered finger optionally comprises a shoulder or barb 18 extending laterally cutward
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relative to the longitudinal axis of the lancet body 12, Cne or more ribs or protrusions 20
optionally project culwardly from upper and lower faces of the lancet body for engagement
with an ejection member of the lancet to discharge a used lancet from the lancing device.
The lancel body has a thickness T and a width W, with the width W preferably being at
feast about 1.5 times, and more preferably at least about twice the thickness 7, thereby
reducing potential twisting and misaligniment of the lancet within the receiver of the lancing

device during instaliation.

100271 in use, the lancet 10 is installed into the receiver or lancet carrier of a lancing
device by inserting the rear end ino the receiver and pressing it axially into the lancet
carrier. The cantilevered fingers 16 flex inwardly upon contact with cooperating portions of
the receiver. The taper of the cantilevered fingers 16 provides guidance of the lancet during
installation. As the lancet reaches its fully engaged position within the receiver, the
cantilevered fingers 16 spring outwardly under their own resilience, and the shoulders or
barbs 18 snap into engagement with cooperating portions of the recelver to posilively
engage the lancet carmier. Optionally, audible or lactile feedback indicates proper
engagement of the lancet within the lancet carrier {o the user. The cantilevered fingers 16
optionally also provide an interface between the lancet and the lancing device for sjection,
wherein an ejection mechanism flexes the fingers inwardly and releases the lancetfrom the

lancet carrier.

[0028] Figures 2A — 2C show a lancst 210 according to another example form of the
invention. The lancet 210 includes a body portion 212 having a sharp lancet tip 214
projecting from a front or first end thereof, and one or more resilient coupling members in
the form of flexible arches or loops 216a, 216b projeciing cutwardly from sides of the body
portion and surrounding open hollows or cutout portions 217 of the lancet body portion
212. The flexible arches or loops are arranged in two opposed pairs, a larger forward pair
216a and a smaller rearward pair 216b, thereby defining an overall body profile tapering

from wider al the forward end (o narrower at the rearward end, and having a convexinward
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recess at a medial portion between the forward and rearward pairs of flexible loops. In
example embaodiments, the maximum width of the lancet body portion at the rearward pair
of flexible loops (undeformed) is at least about 1.1 times the minimum width at the inward
recass of the medial portion, and the maximum width of the lancet body portion at the
forward pair of flexible loops (undeformed) is atleast about 1.2 times the minimum width at
the inward recess of the medial portion. Each of the flaxible arches or loops 218a, 216b
optionally includes a shoulder or knob 218 at its outermost portion for positive engagemaent
with a cooperating portion of the receiver of a lancing device. A flange or ring 220 is
optionally provided extending transversly cutward around atleast a portion of the periphery
of the front end of the fancet body 212 fo provide an interface for lancet removal, either
manually or by an sjection mechanism of the lancing device. The transitions 222 between
the rear end of the lancet body and the sides of the lancet body optionally form a smoothly
contoured arcuate or rounded profile, for guidance and ease of installation of the lancet

into a lancing device.

10025] Figures 3A — 3D show a lancet 310 according to another example form of the
invention. The lancet 310 includes a body portion 312 having a sharp lancet tip 314
projecting from a front or first end thereof, and one or more {(one opposead pair is depicied)
resilient coupling members in the form of flexible panels or body portions 318a, 316b
projecting cutwardly from sides of the body portion. Each of the flexible panels or body
poriions 316a, 316k optionally includes a bulb or knob 318 al its outermost portion Tor
positive engagement with a cooperaling portion of the receiver of a lancing device. The
body 312 of the lancet defines a generally rectangular profile, having substantially fiat or
planar upper and lower faces and sides, with the outer faces of the flexible panels 3163,
216k forming generally continuous ssgments of the fiat sides of the body 312 bounding
open hollows or culout portions 317 of the lancet body portion 312, The culouts 317
preferably have g transverse dimension equal or greater than the outward projection of the

knob 318, A flange or ring 320 is optionally provided extending transversly outward around

LifeScan, Inc.. Ex. 1003 - Page 179
LifeScan, Inc. v. Facet Technologies LLC
IPR2023-00712 - U.S. Patent No. 8,840,635



8 Patent
Attorney Docket No.: 2602.1-453

at feast a portion of the periphery of the front end of the lancet body 312 to provide an
interface for lancet removal, either manually or by an gjection mechanism of the {ancing

device.

16030] Figures 4A — 4D show g lancet 410 according 1o another example form of the
invention. The lancet 410 includes a body portion 412 having a sharp lancet tip 414
projecting from a front or first end thereof, and one or more {one opposed pair is depicted)
resilient coupling members in the form of flexible arches or loops 416a, 416b projecting
outwardly from sides of the body portion and enclosing open hollows or cutout portions 417
of the lancet body portion 412, The flexible arches or loops 418a, 416b have first and
second ends connected to the lancet body and medial portions between the first and
sacond ends separated a distance from the lancet body to define the open hollows 417
therebetween. The flexible arches or loops 416a, 416b are positioned adjacent the rear
end of the body portion 412 of the lancet, with their distal ends forming a smoothly curving
or arcuate lead-in portion for guidance and sase of insertion and removal of the lancet from
the receiver of a lancing device. Each of the flexible arches orloops 4163, 416b optionally
includes an outwardly projecting bulb or knob 418 at its outermost portion for positive
engagement with a cooperating portion of the recelver of a lancing device. An inwardly
directed recess 418 is defined at the forward extent of the loops 416, along the lateral
sides of the lancet body. A flange or ring 420 is optionally provided, exiending transversly
outward around at least a portion of the periphery of the front end of the lancet body 412 1o
provide an interface for lancet removal, either manually or by an gjection mechanism ofthe
lancing device.,

(00311 The fHexibility of the opposed resilient coupling members arranged
syrmmetrically on either side of the lancet body in the various embodiments “absorbs”
tolerances in dimensions of the lancet and the cooperating receiver of the lancing device,

automatically adjusting the fit and alignment of the lancet o the lancing device and
providing smoother installation and removal of the lancet to and from the lancing device.
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imprecise alignment of the lancet in the lancet carrier may result in increased pain
sensation by the subject. Thus, by mainiaining proper alignment of the lancet within the
lancing device, with the lancet tip moving substantially entirely axially along the lancing
stroke, with litls or no transverse wobble, rotation or twisting movemaent, the lancet of the
present invention may resull in a lower-pain lancing procedure, polentially improving

compliance with a prescribed testing regimen.

10032} The improved design of the lancet of the present invention also readily allows
adjustment of the forces required for insertion and removal of the lancet to and from the
tlancing device, by selactive variation of the malerial sliffness, thickness, and/or location of
the resilient coupling members. The lapered shape of the lancel body aids in instaliation
and ejection of the lancel. Alsg, the tapered body contour and posilive engagement
features provided by the resilient coupling members enable a shorter lancet gjection stroke
of the ejection mechanism of a lancing device, as the lancet is more rapidly disengaged by
inward flexure of the resilient coupling members than many previously known lancet

designs utlilizing friction engagement of the lancet within the receiver of the lancing device.

[6033] The lancet of the present invention further enables the provision of a more
simplified lancet receiver or carrier in a8 cooperating lancing device. The various forms of
fancet designs according to the present invention allow a unigue or proprietary matching
fancet and lancet receiver or carrier, whereby only lancets of the specified design will fit
and engage within the receiver or carrier of a corresponding lancing device. In this
manner, the user can be assured of the type andfor source of the lancet being used,
including its quality, sterility, size, format and/or other characteristics. Additionally, the
positive engagement mechanism of the resilient coupling members within the lancet carrier
reduce the chances of partial or incomplete insertion of the lancet inlo the lancing device,
as the lancets may be configured to click or snap into position nolifying the user of

complets insertion.
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[0034] Figures 5A ~ 5E show a protective / sterility cap or cover 510 for a lancet
according to an example form of the present invention. The cap or cover 510 includes a
first or primary shroud or sheath portion 512 for receiving and protecting the sharp tipof a
fancet in its initial or unused stale, a secondary shroud or sheath portion 514 for receiving
and protecling the sharp tip of a lancet in its final or used state, and a “handle” or extension
arm portion 516 extending between the primary and secondary shrouds for assisting in
removal of the cap from the lancet, and/or for replacement of the cap onto a used lancet
for disposal. The handles allow for the body of the lancet to be smaller than a Regular
Version (RV) lancet, allowing the corresponding lancing devices o be smaller. The sterility
caps optionally have one or more readily visible circular or flat areas that can be used for
applying branding/logos, and are posilioned so thal the user can replace the cap by

inserting the exposed sharp of the lancst therein before disposal.

[0035] The primary shroud or sheath portion 512 comprises a wide circular flange or
ring at one end of the sterility cap 510, which abuts, confronts or interfaces with the front
end of the lancet body in the lancel's original, unused state. In example forms of the
invention, the sterility cap 510 is integrally molded with the lancet body. One or more
spacer ribs or breakaway connsctions 518 are optionally provided, extending from the
primary shroud or sheath portion 512 to the front end of the lancet body. Intact spacer ribs
or bregkaway connectlions 518 indicate an unused lancet, whereas broken spacer ribs or
breakaway connections 518 indicate the lancel may have been used and therefore may
not be sterile. The wide circular flange or ring of the primary shroud or sheath portion 512
may also assist in lancet insertion into the lancing device, providing a hard stop against a
cooperating portion of the lancing device for consistent placement, and/or providing a

surface against which the user presses during instaliation.

[6036] The secondary shroud or sheath portion 514 comprises a cup having an
outer rim and a hollow interior chamber. When sharp lancet tip of the lancet is placed inlo

the secondary shroud or sheath portion 514 after use of the lancet, the lancet lip is
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received within the hollow interior chamber of the cup, and protected from inadvertent
contact by the outer rim. One or more refainers or couplings are optionally provided within
the cup of the secondary shroud or sheath portion 514 for engagement with cooperating
portions of the lancet body to retain the sterility cap 510 in place on the lancet. The
secondary shroud or sheath portion 514 has a depth D greater than the length of the
exposed portion of the lancet tip extending beyond the lancet body o prevent the lancet tip

from extending through the secondary shroud or sheath portion.

100377 The handle or extension arm portion 516 defines & forked or split
configuration having first and second arms 520 transversely spaced apart from one
anocther, with an open center portion therebetween. This forked arrangement provides the
handle with a greater width, allowing ths user to more easily twist the endcap during
removal from the lancet. In example forms, the lateral or transverse span S of the forked
handle portion 516 is at least about 1.5 times, and more preferably at least about 2 times
the diameter or thicknsss of the lancet body. In example forms, the length L of the handle
portion is at least equal to the span 8, and/or is greater than the depth D of the secondary
shroud 514, andfor is greater than the diameter or thickness of the lancet body. The
provision of the elongate handle portion 516 allows the user to grab the lancst further from
the needle during decapping and disposal, providing a larger safety margin from the needie
tip, protecting the patient and other persons handling the lancet from accidental needie
sticks. Additionally, the expanded dimensions of the endcap allow for easier use by
persons with limited dexterily or vision, and permil the use of smaller lancets with lower

mass and/or finer guage needles, which may reduce pain.

[6038] Figures 8A — 8D show a protective / sterility cap or cover 610 for a lancest
according o ancther example form of the present invention. The cap or cover 610
includes a first or primary shroud or sheath portion 612 for receiving and prolecting the

sharp tip of a lancet in its initial or unused state, a secondary shroud or sheath portion 614
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for recelving and protecting the sharp tip of a lancetin its final or used stale, and 8 *handle”
or extension arm portion 616 extending between the primary and secondary shrouds. The
secondary shroud or sheath portion 614 comprises a disc having {apered flat panels 6253,
8250 on either side for embedding the sharp lancet tip therein. Oplionally, the disc having
tapered flat panels serves as a gripping portion of the handle andfor as a display surface
only, and not as a shroud or sheath for the needie, in which case the needle is replaced
into the first or primary shroud or sheath portion after use.

10038] Figure 7 shows a protective / sterility cap or cover 710 substantially similarto
the above-described forms, bul having a thin solid panel 728 exiending between the first
and second arms 720 of the handle portion, which may reduce the likelihood of tangling of

lancets within a package during shipping and storage.

100407 The protective / sterility cap or covsr provides an intuitive modality for users
o grab when handling a lancel. Additionally, the larger surface area provided by the
protective / sterility cap, as compared o previously known designs, makes ii easier to
focate, especially for users with reduced visual acuity; and renders it easier to pick up off of
a fial surface or oul of a container, which is particularly advaniageous for users with

reduced manual dexterity.

100417 Figures BA and 8B, 9A and 8B, and 10A and 10B show lancets 810, 810 and
1010, respectively, according to additional forms of the invention. These lanceis include a
lancel body that sliows for the lancet [0 be inserted into the device and snapped inlo
position. Each of these variations includes g lancet body with a wave-shaped or
concave/convex peripheral profite, with a first narrower dimension N, proximal the rear end
of the lancet, a wider dimension W around the middie of the lancet, and a second narrower
dimension N, toward the forward end. In example forms, the wider dimension Wis atleast
about 1.1 times, and optionally at least about 1.2 timss, the lesser of the narrower

dimensions Ny or N, The lancet body is optionally generally flattened, having a width that
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is substantially greater than its thickness, in example forms having an aspect ratio of the
width relative to the thickness of at least about 3:2. The wavy design of the lancet body is
shaped so that it snaps into engagement with a cooperating coupling of the lancing device
at the narrower section N of the lancet body and/or fits snugly at the wider section Wand s

easy to eject due to the smooth curves and transitions on the lancel body.

[0042] The lancet body can be formed of a resilient material and/or the receiver of
the lancing device can comprise a resilient coupling for releasable engagement
therebetween. Optionally, the lancet body comprises one or more hollow chambers or
cutout portions for additional flexure and deformation in coupling with the lancing device.
The lancet body design also is curvy and appealing to the user, preferably having a
smoothly contoured outer lancet body profile without sharp corners, which may appear less
intimidating to a user and more “friendly” and “painless,” thereby reducing the appearance
or perception to the user of being a lancet that causes pain. The smooth shape of the
lancet provides positive tactile feedback, and does not have any sharp edgesto remind the
user of a regular lancel. The curved design is easy o pick up off of many different
surfaces, and the disc at the front of the lancet allows for easier grip for manual removal
from the lancing device and can be used of lancet gjection. Troughs on the lancet body
aliow for attachment areas that interact with the lancing device to hold the lancet in place,
and crests on the lancet body allow for press fit/ffriction fit of the lancet into the lancing
device. The positioning and configuration of these attachment points on the lancet allow

for shorter ejection strokes for lancet removal.

[6043] The present invention also encompasses a lancel system comprising a lancel
according to any of the forms disclosed herein, in combination with a protective sterility cap
according to any of the forms disclosed hersin. In its original unused state, the lancet
system is configured with the sharp lancet tip of the lancet embedded in the primary shroud

or sheath portion of the sterility cap. The user installs the lancet info a corresponding
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fancing device by gripping the lancet system by the handle portion of the cap and inserting
the back end of the lancet into the receiver of the fancing device until the resilient coupling
members positively engage with cooperating engagement portions the receiver. The
andcap is then removed, as for example by twisting and pulling the shroud off of the lancet
tip. After use, the endcap may be replaced {o cover the sharp lancet tip by embedding or

enclosing the lancet tip into the secondary shroud or sheath portion of the endcap.

(00447 While the invention has been described with reference to preferred and
example smbodiments, # will be understood by those skilled in the art that a varisty of
modifications, additions and deletions are within the scope of the invention, as defined by

the following claims.
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What is Claimed is:

1. A protective sterility cap for a lancel, said sterility cap comprising a primary sheath
for initial embedment of a sharp lancing tip of an unused lancet therein, and a

gripping handle portion extending from the primary sheath.
2. The protective sterility cap of Claim 1, in combination with g lancet.

3. The protective sterility cap of Claim 1, further comprising a secondary sheath for
receiving the sharp lancing tip of a used lancel, the gripping handie portion

extending between the primary sheath and the sscondary sheath.

4. The protective sterllity cap of Claim 1, further comprising at least one flat display

surface for placement of branding indicia therson.

8. The protective sterility cap of Claim 1, wherein the gripping handle portion

comprises at least one open loop.

8. The protective slerility cap of Claim 1, wherein the gripping handle portion

comprises a solid body without an open loop.

7. The protective sterility cap of Claim 1, in combination with a lancet having a lancet
body defining a lancet thickness, and a sharp lancet tip initially embedded in the
primary sheath, wherein the gripping handle portion defines a lateral span of at least

1.5 times the lancet thickness.

8. The protective sterility cap of Claim 7, wherein the gripping handle pottion defines a

length at least equal to its ateral span.

9. The protective sterility cap of Claim 7, wherein the gripping handle portion defines a
length at least equal {0 the lancet thickness.
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A lancel system comprising:

g lancet having a lancet body and a sharp lancing tip projecting from the
lancet body, wherein the lancet body comprises at least one resilient coupling

meamber and defines a lancet body thickness; and

an endcap having a primary shroud portion initially surrounding the sharmp
lancing tip of the lancel, a secondary shroud portion for placement over the sharp
lancing tip of the lancet after use, and a handie portion extending betwsen the

primary shroud portion and the secondary shroud portion.

The lancet system of Claim 16, wherein the al least one resilient coupling member

comprises an opposed pair of resilient coupling members.

The lancet system of Claim 16, wherein the atl least one resilient coupling member

comprises first and second opposed pairs of resilient coupling membaers.

The lancel system of Claim 16, whersin the at least one resilient coupling member
comprises a cantilevered finger having a first end connected to the lancet body and

a second free end extending away from the lancel body.

The lancet system of Claim 16, wherein the al least one resilient coupling member
comprises a flexible loops having first and second ends connecied o the lancet
body and a medial portion betweaen the first and second ends separated a distance

from the lancet body 1o define an open hollow.

The lancet system of Claim 16, wherein the at least one resilient coupling member

comprises a flexible panel of the lancet body.

The lancetl system of Claim 18, wherein the handle portion of the endcap has a

lateral span of at least 1.5 times the lancel body thickness.
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The protective sterility cap of Claim 22, wherein the handie portion of the endcap

defines a length at least equal to ils latersl span.

The protective sterility cap of Claim 22, wherein the handie portion of the endcap

defines a length at least equal to the lancet thickness.
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ABSTRACT

Improved lancet configurations and protective lancet endcap configurations are
disclosed. In example forms, ong or more flexing cantilavers project from the lancet body
for coupling with a cooperating receiver of a lancing device. A gripping handle extends
from a sterility cap for ease of removal from and replacement over the lancst tip. Alancet
body has a smoothly curved wave contour with at least one crest and at least one trough

for engagement with a cooperating receiver of a lancing device.
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