
FISH. 

August 2, 2018 

Attorney Docket No.: 46440-0012005 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Presented for filing is a new continuation patent application of: 

Street Address 
Fish & Richardson P.C. 
3200 REC Plaza 
60 South Sixth Street 
Minneapolis, MN 55402 

Mail Address 
P.O. Box 1022 
Minneapolis, MN 55440-1022 

612 335 5070 main 

877 769 7945 fax 

Inventor(s): AHMNON D. MOSKOWITZ, NATHAN C. MOSKOWITZ, MOSHER T. 
MOSKOWITZ AND PABLO A VALDIVIA Y. ALVARADO 

Title: BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY 
SCREW/INTERVERTEBRAL CAGE STAND-ALONE CONSTRUCTS HAVING 
A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND DEVICES FOR 
SPINAL FUSION 

Enclosed are the following papers, including those required to receive a filing date under 37 CFR 
l .53(b ): 

Specification 
Claims 
Abstract 
Declaration 
Drawing(s) 

Enclosures: 

Pages 
27 
4 
1 
4 

40 

- Application Data Sheet, 10 pages. 
- Power of Attorney, 2 pages. 

The applicant claims small entity status under 37 CFR 1.27. 

Basic Filing Fee 

Search Fee 

Examination Fee 

fr.com 

$75 

$330 

$380 
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Commissioner for Patents 
August 2, 2018 
Page 2 

Total Claims 20 over 20 

Independent Claims 1 over 3 

Fee for Multiple Dependent claims 

0 X $50 

0 X $230 

Application size fee for each 50 pages over 100 
Total Sheets: 72x .75 - 100/50 = Ox 

Total Filing fee 

$0 

$0 

$0 

$0 

$785 

The total filing fee is being paid concurrently on the Electronic Filing System (EFS) by deposit 
account authorization. Apply any other required fees or any credits to Deposit Account No. 06-
1050, referencing the attorney docket number shown above. 

I hereby authorize the USPTO to communicate in response to email communications from the 
undersigned and practitioners under Customer No. 26191 in accordance with 37 CFR 1.33 and 
37 CFR 1.34 concerning any subject matter of this application via email. I understand that a 
copy of these communications will be made ofrecord in the application file. (MPEP 502.03). 

If this application is considered to be incomplete, or if a telephone conference would otherwise 
be helpful, call the undersigned at (612) 337-2538. 

Send all correspondence to: 

Respectfully submitted, 

/Stuart A Nelson/ 

Stuart A Nelson 

Registration No. 63,947 
Enclosures 
SWN/aur 
61730669.doc 

26191 
Customer Number 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

Attorney Docket Number 46440-0012005 
Application Data Sheet 37 CFR 1.76 

Application Number 

t:ll-U,c<t:L, I IUl,~L ' •=I" '" I, ., ._, .. I LUI "°'L tlUU T ·""" 1 , ""I._, .. v._, .. It-

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

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 Office as outlined in 37 CFR 1.76. 
This document may be completed electronically and submitted to the Office 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: 

D Portions or all of the application associated with this Application Data Sheet may fall under a Secrecy Order pursuant to 
37 CFR 5.2 (Paper filers only. Applications that fall under Secrecy Order may not be filed electronically.) 

Inventor Information: 

Inventor 11 I Remove I 
Legal Name 

Prefix Given Name Middle Name Family Name Suffix 

I El J'l.hmnon p. t,1oskowitz I El 
Residence Information (Select One) • US Residency Non US Residency Active US Military Service 

City ~ockville I State/Province I t,1D I Country of ResidencJ I f.Js 

Mailing Address of Inventor: 

Address 1 212 North Adams SI. 

Address 2 

City I ~ockville I State/Province I rviD 

Postal Code I ~o85o I Countryi I 1us 
Inventor b I Remove I 
Legal Name 

Prefix Given Name Middle Name Family Name Suffix 

I El t'Jathan r- t,loskowitz I El 
Residence Information (Select One) @ US Residency Non US Residency Active US Military Service 

City ~ockville I State/Province I t,1D I Country of ResidencJ I 1-Js 

Mailing Address of Inventor: 

Address 1 J 12 North Adams SI. 

Address 2 

City I ~ockville I State/Province I f'vlD 

Postal Code I ~o85o I Countryi I 1us 
Inventor b I Remove I 
Legal Name 

Prefix Given Name Middle Name Family Name Suffix 

I El t,losheh ~- t,loskowitz I El 
Residence Information (Select One) @ US Residency Non US Residency Active US Military Service 

EFSWeb2.2.13 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

Attorney Docket Number 46440-0012005 
Application Data Sheet 37 CFR 1.76 

Application Number 
Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

City I ~ockville I State/Province I t,iiD I Country of ResidencJ I 1-Js 

Mailing Address of Inventor: 

Address 1 ) 12 North Adams SI. 

Address 2 

City I ~ockville I State/Province I f'vlD 

Postal Code I ~oa5o I Countryi I 1us 
Inventor ~ I Remove I 
Legal Name 

Prefix Given Name Middle Name Family Name Suffix 

I El !='ablo ~- Valdivia Y. J'l.lvarado I El 
Residence Information (Select One) @ US Residency Non US Residency Active US Military Service 

City J:ambridge I State/Province I t,IIA I Country of ResidencJ I 1-Js 

Mailing Address of Inventor: 

Address 1 13 Lancaster SI. #2 

Address 2 

City I J:ambridge I State/Province I f'vlA 

Postal Code I p2139 I Countryi I 1us 
All Inventors Must Be Listed - Additional Inventor Information blocks may be 
generated within this form by selecting the Add button. I Add I 

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

D An Address is being provided for the correspondence Information of this application. 

Customer Number )6191 

Email Address apsi@fr.com I I Add Email I I Remove Email I 

Application Information: 

Title of the Invention ,--un·<t:L, I IUi.1-\L r-lAf\ I ·"." ,._ I ....:N: I LUIV"\.L tlUU l -"'1 . • .,, ll'il I . •._,~I LUl"°'L 

:;AGE STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND 
PLIERS AND DEVICES FOR SPINAL FUSION 

Attorney Docket Number 46440-0012005 I Small Entity Status Claimed ~ 
Application Type Non provisional . 
Subject Matter Utility . 
Total Number of Drawing Sheets (if any) 

I f0 I Suggested Figure for Publication (if any) 11 

EFS Web 2.2.13 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

Attorney Docket Number 46440-0012005 
Application Data Sheet 37 CFR 1.76 

Application Number 
Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

Filing By Reference: 
Only complete this section when filing an application by reference under 35 U.S.C. 111 (c) and 37 CFR 1.57(a). Do not complete this section if 
application papers including a specification and any drawings are being filed. Any domestic benefit or foreign priority information must be 
provided in the appropriate section(s) below (i.e., "Domestic Benefit/National Stage Information" and "Foreign Priority Information"). 

For the purposes of a filing date under 37 CFR 1.53(b), the description and any drawings of the present application are replaced by this 
reference to the previously filed application, subject to conditions and requirements of 37 CFR 1.57(a). 

;_ 
Application number of the previously Filing date (YYYY-MM-DD) Intellectual Property Authority or Country 
filed application 

I 

Publication Information: 

□ Request Early Publication (Fee required at time of Request 37 CFR 1.219) 

Request Not to Publish. I 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 attorney 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 I US Patent Practitioner IO Limited Recognition (37 CFR 11.9) 

Customer Number ~6191 

Domestic Benefit/National Stage Information: 
This section allows for the applicant to either claim benefit under 35 U.S.C. 119(e), 120, 121, 365(c), or 386(c) or indicate 
National Stage entry from a PCT application. Providing benefit claim 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. 
When referring to the current application, please leave the "Application Number" field blank. 

Prior Application Status !='ending I· I Remove I 
Filing or 371 (c) Date 

Application Number Continuity Type Prior Application Number (YYYY-MM-DD) 

I j:ontinuation of I· 15490107 ~017-04-18 

EFS Web 2.2.13 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

Attorney Docket Number 46440-0012005 
Application Data Sheet 37 CFR 1.76 

Application Number 
Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

Prior Application Status !='atenled . I Remove I 
Application Prior Application Filing Dale Issue Dale 

Number 
Continuity Type 

Number (YYYY-MM-DD) Patent Number (YYYY-MM-DD) 

115490107 ponlinuation of I· 114257650 ~014-04-21 ~622875 ~017-04-18 

Prior Application Status !='atenled . I Remove I 
Application Prior Application Filing Dale Issue Dale 

Number 
Continuity Type 

Number (YYYY-MM-DD) Patent Number (YYYY-MM-DD) 

114257650 l□ ivision of I· 112471340 ~009-05-22 ~734516 ~014-05-27 

Prior Application Status !='atenled . I Remove I 
Application Prior Application Filing Dale Issue Dale 

Number 
Continuity Type 

Number (YYYY-MM-DD) Patent Number (YYYY-MM-DD) 

112471340 ponlinuation in part of I• 112054335 ~008-03-24 ~972363 ~011-07-05 

Prior Application Status !='atenled . I Remove I 
Application Prior Application Filing Dale Issue Dale 

Number 
Continuity Type 

Number (YYYY-MM-DD) Patent Number (YYYY-MM-DD) 

112054335 ponlinuation in part of I• 111842855 ~007-08-21 ~942903 ~011-05-17 

Prior Application Status !='atenled . I Remove I 
Application Prior Application Filing Dale Issue Dale 

Number 
Continuity Type 

Number (YYYY-MM-DD) Patent Number (YYYY-MM-DD) 

111842855 ponlinuation in part of I• 111536815 ~006-09-29 ~846188 ~010-12-07 

Prior Application Status J'l.bandoned . I Remove I 
Filing or 371 (c) Date 

Application Number Continuity Type Prior Application Number (YYYY-MM-DD) 

~ 1536815 Continuation in part of . 11208644 ~005-08-23 

Prior Application Status ~xpired . I Remove I 
Filing or 371 (c) Date 

Application Number Continuity Type Prior Application Number (YYYY-MM-DD) 

~4257650 J:laims benefit of provisional . 60670231 ~005-04-12 

Additional Domestic Benefit/National Stage Data may be generated within this form 
I Add I by selecting the Add button. 

Foreign Priority Information: 

This section allows for the applicant to claim priority to a foreign application. 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. When priority is claimed to a foreign application 

that is eligible for retrieval under the priority document exchange program (Poxi the information will be used by the Office to 

automatically attempt retrieval pursuant to 37 CFR 1.55(i)(1) and (2). Under the POX program, applicant bears the ultimate 

responsibility for ensuring that a copy of the foreign application is received by the Office from the participating foreign intellectual 

property office, or a certified copy of the foreign priority application is filed, within the lime period specified in 37 CFR 1.55(g)(1 ). 

EFS Web 2.2.13 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

46440-0012005 Attorney Docket Number 
Application Data Sheet 37 CFR 1.76 

Application Number 
Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

I Remove I 
Application Number Countryi Filing Date (YYYY-MM-DD) Access Codei (if applicable) 

I I I 
Additional Foreign Priority Data may be generated within this form by selecting the 
Add button. I Add I 

Statement under 37 CFR 1.55 or 1.78 for AIA (First Inventor to File) Transition 
Applications 

This application (1) claims priority to or the benefit of an application filed before March 16, 2013 and (2) also 
contains, or contained at any time, a claim to a claimed invention that has an effective filing date on or after March 

□ 16,2013. 
NOTE: By providing this statement under 37 CFR 1.55 or 1.78, this application, with a filing date on or after March 
16, 2013, will be examined under the first inventor to file provisions of the AIA. 

EFS Web 2.2.13 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

46440-0012005 Attorney Docket Number 
Application Data Sheet 37 CFR 1.76 

Application Number 
Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

Authorization or Opt-Out of Authorization to Permit Access: 

When this Application Data Sheet is properly signed and filed with the application, applicant has provided written 
authority to permit a participating foreign intellectual property (IP) office access to the instant application-as-filed (see 
paragraph A in subsection 1 below) and the European Patent Office (EPO) access to any search results from the instant 
application (see paragraph Bin subsection 1 below). 

Should applicant choose not to provide an authorization identified in subsection 1 below, applicant must opt-out of the 
authorization by checking the corresponding box A or B or both in subsection 2 below. 

NOTE: This section of the Application Data Sheet is ONLY reviewed and processed with the INITIAL filing of an 
application. After the initial filing of an application, an Application Data Sheet cannot be used to provide or rescind 
authorization for access by a foreign IP office(s). Instead, Form PTO/SB/39 or PTO/SB/69 must be used as appropriate. 

1. Authorization to Permit Access by a Foreign Intellectual Property Office(s) 

A. Priority Document Exchange (PDXl - Unless box A in subsection 2 (opt-out of authorization) is checked, the 
undersigned hereby grants the USPTO authority to provide the European Patent Office (EPO), the Japan Patent Office 
(JPO), the Korean Intellectual Property Office (KIPO), the State Intellectual Property Office of the People's Republic of 
China (SIPO), the World Intellectual Property Organization (WIPO), and any other foreign intellectual property office 
participating with the USPTO in a bilateral or multilateral priority document exchange agreement in which a foreign 
application claiming priority to the instant patent application is filed, access to: (1) the instant patent application-as-filed 
and its related bibliographic data, (2) any foreign or domestic application to which priority or benefit is claimed by the 
instant application and its related bibliographic data, and (3) the date of filing of this Authorization. See 37 CFR 1.14(h) 
(1 ). 

B. Search Results from U.S. Application to EPO - Unless box Bin subsection 2 (opt-out of authorization) is checked, 
the undersigned hereby grants the USPTO authority to provide the EPO access to the bibliographic data and search 
results from the instant patent application when a European patent application claiming priority to the instant patent 
application is filed. See 37 CFR 1.14(h)(2). 

The applicant is reminded that the EPO's Rule 141(1) EPC (European Patent Convention) requires applicants to submit a 
copy of search results from the instant application without delay in a European patent application that claims priority to 
the instant application. 

2. Opt-Out of Authorizations to Permit Access by a Foreign Intellectual Property Office(s) 

A. Applicant DOES NOT authorize the USPTO to permit a participating foreign IP office access to the instant 
D application-as-filed. If this box is checked, the USPTO will not be providing a participating foreign IP office with 

any documents and information identified in subsection 1A above. 

B. Applicant DOES NOT authorize the USPTO to transmit to the EPO any search results from the instant patent 
D application. If this box is checked, the USPTO will not be providing the EPO with search results from the instant 

application. 

NOTE: Once the application has published or is otherwise publicly available, the USPTO may provide access to the 
application in accordance with 37 CFR 1.14. 

EFS Web 2.2.13 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

Attorney Docket Number 46440-0012005 
Application Data Sheet 37 CFR 1.76 

Application Number 
Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

Applicant Information: 

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

Applicant 11 I Remove I 
If the applicant is the inventor (or the remaining joint inventor or inventors under 37 CFR 1.45), this section should not be 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. 

I Clear I 

• Assignee 
I 

Legal Representative under 35 U.S.C. 117 
I 

Joint Inventor 

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

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

1~1 
Name of the Deceased or Legally Incapacitated Inventor: I 

If the Applicant is an Organization check here. ~ 
Organization Name I t,ioskowitz Family LLC 

Mailing Address Information For Applicant: 

Address 1 J 12 North Adams Street 

Address 2 

City Rockville State/Province MD 

Country I 1-Js Postal Code 20850 

Phone Number Fax Number 

Email Address 

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

Assignee Information including Non-Applicant Assignee 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 2.2.13 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

Attorney Docket Number 46440-0012005 
Application Data Sheet 37 CFR 1.76 

Application Number 
Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 

Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

Assignee 11 

Complete this section if assignee information, including non-applicant assignee information, is desired to be included on the patent 
application publication. An assignee-applicant identified in the "Applicant Information" section will appear on the patent application 
publication as an applicant. For an assignee-applicant, complete this section only if identification as an assignee is also desired on the 
patent application publication. 

I Remove I 
If the Assignee or Non-Applicant Assignee is an Organization check here. □ 
Prefix Given Name Middle Name Family Name Suffix 

I B I I I I B 
Mailing Address Information For Assignee including Non-Applicant Assignee: 

Address 1 

Address 2 

City 11 State/Province 

Countryi 11 Postal Code 

Phone Number Fax Number 

Email Address 

Additional Assignee or Non-Applicant Assignee Data may be generated within this form by 
selecting the Add button. I Add I 

Signature: Remove 

NOTE: This Application Data Sheet must be signed in accordance with 37 CFR 1.33(b ). However, if this Application 
Data Sheet is submitted with the INITIAL filing of the application and either box A or B is not checked in 
subsection 2 of the "Authorization or Opt-Out of Authorization to Permit Access" section, then this form must 
also be signed in accordance with 37 CFR 1.14(c). 

This Application Data Sheet must be signed by a patent practitioner if one or more of the applicants is a juristic 
entity (e.g., corporation or association). If the applicant is two or more joint inventors, this form must be signed by a 
patent practitioner, all joint inventors who are the applicant, or one or more joint inventor-applicants who have been given 
power of attorney (e.g., see US PTO Form PTO/AIA/81) on behalf of all joint inventor-applicants. 

See 37 CFR 1.4(d) for the manner of making signatures and certifications. 

Signature liStuart A. Nelson/ Date (YYYY-MM-DD) 12018-08-09 

First Name ~tuartA. I Last Name I ~elson Registration Number ~3,947 

Additional Signature may be generated within this form by selecting the Add button. I Add I 
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PTO/AIN14 (02-18) 
Approved for use through 11/30/2020. 0MB 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 contains a valid 0MB control number. 

46440-0012005 Attorney Docket Number 
Application Data Sheet 37 CFR 1.76 

Application Number 

Bl-DIRECTIONAL FIXATING _OCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 
Title of Invention STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 

DEVICES FOR SPINAL FUSION 

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 lime 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 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: 

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 the Freedom of 
Information 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 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 PatentCooperationTreaty. 

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 
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BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL 

BODY SCREW/INTERVERTEBRAL CAGE STAND-ALONE 

CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, 

AND PLIERS AND DEVICES FOR SPINAL FUSION 

[0001] This application is a Continuation of 15/490,107 filed April 28, 2017, which is a 

Continuation of 14/257,650 filed April 21, 2014, which is a Divisional Application of 

12/471,340 filed May 22, 2009, now U.S. Patent No. 8,734,516 issued May 27, 2014, 

which is a Continuation-In-Part Application of Application Serial No. 12/054,335 filed 

on March 24, 2008, now U.S. Patent No. 7,972,363 issued July 5, 2011, which is a 

Continuation-In-Part of Application Serial No. 11/842,855, filed on August 21, 2007, 

now U.S. Patent No. 7,942,903 issued May 17, 2011, which is a Continuation-In-Part of 

Application Serial No. 11/536,815, filed on September 29, 2006, now U.S. Patent No. 

7,846,188 issued December 7, 2010, which is a Continuation-In-Part of Application 

Serial No. 11/208,644, filed on August 23, 2005, now U.S. Patent No. 7,704,279 issued 

April 27, 2010, and this application also claims priority under 35 U.S.C. § 119(e) of 

U.S. Provisional Application No. 60/670,231, filed on April 12, 2005; the entire 

contents of all of the above identified patent applications are hereby incorporated by 

reference in their entirety. 

[0002] This application 1s related to applicants' U.S. Patent No. 8,257,370 issued 

September 4, 2012, titled "POSTERIOR CERVICAL AND LUMBAR 

INTERARTICULATING JOINT STAPLES, STAPLING GUNS, AND DEVICES 

FOR SPINAL FUSION", Attorney Docket No. 3003/0107PUS3, which is incorporated 

herein by reference. 

Field of Disclosure 

[0003] The present invention relates to a unique universal bi-directional screw (BDS) 

system, and in particular its application to the spine, also referred to as bi-directional 

fixating transvertebral (BDFT) screw/cage constructs which can be used as stand-alone 

intervertebral devices which combine the dual functions of an intervertebral spacer that 

can be filled with bone fusion material(s), as well as a bi-directional transvertebral bone 

fixating/fusion screw apparatus. In the posterior lumbosacral and thoracic spine, 

intervertebral cage/BDFT screw constructs can be used as stand-alone devices obviating 
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the need for pedicle screw fixation in many but not all cases. In the anterior cervical, 

thoracic and lumbosacral spine, intervertebral cage/BDFT screw constructs can be used 

as stand-alone devices obviating the need for anterior or lateral (thoracic) spinal plating, 

and/or supplemental posterior pedicle screw fixation. 

The present invention also relates to percutaneous stand-alone or supplemental 

posterior cervical, thoracic and lumbosacral calibrated intrerarticulating joint staple 

guns and staples which may obviate and/or lessen the need for posterior supplemental 

pedicle screw fixation. 

Background 

[0005] The history and evolution of instrumented spinal fusion in the entire human 

spine has been reviewed in related applications Serial No. 12/054,335 filed on March 

24, 2008, Serial No. 11/842,855, filed on August 21, 2007, Serial No. 11/536,815 filed 

on September 29, 2006, and Serial No. 11/208,644 filed on August 23, 2005, the 

contents of which are hereby incorporated by reference in their entirety. 

Conventionally, the majority of posterior cervical and almost all posterior thoracic and 

lumbosacral fusion surgical techniques are typically supplemented with pedicle screw 

placement. Conventionally, the majority of anterior cervical spinal fusions, and many 

anterio-lateral thoracic, and anterior or anterio-lateral lumbosacral fusions are 

supplemented with anterior or anterior-lateral spinal plating, and very often, in 

particular in the thoracic and lumbosacral spine, are supplemented with posterior 

pedicle screw instrumentation. 

[0006] Complications of pedicle screw placement in cervical, thoracic and lumbosacral 

[0007] 

spine include duration of procedure, significant tissue dissection and muscle retraction, 

misplaced screws with neural and/or vascular injury, excessive blood loss, need for 

transfusions, prolonged recovery, incomplete return to work, and excessive rigidity 

leading to adjacent segmental disease requiring further fusions and re-operations. 

Recent advances in pedicle screw fixation including minimally invasive, and 

stereotactic CT image-guided technology, and the development of flexible rods, 

imperfectly address some but not all of these issues. 

Complications of anterior plating in the cervical spine include potential plate, 

and/or screw esophageal compression, and misplaced screws leading to neurovascular 

injury. Complications of anterior plating in the anterior lumbar spine include potential 

devastating injury to the major vessels due to chronic vascular erosion of the major 
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vessels, or acute vascular injuries due to partial or complete plate and/or screw back out. 

Furthermore, for re-do surgeries, plate removal can be arduous, with potential 

complications of prolonged esophageal retraction, vascular injury and screw breakage. 

Recent advances including diminishing the plate width and/or profile, and absorbable 

plates, imperfectly address some but not all of these issues. 

Complications of all conventional spinal anterior intervertebral device constructs 

are their potential for extrusion in the absence of plating. Hence, they are supplemented 

with anterior plating to prevent extrusion. Complications of posterior lumbosacral 

intervertebral device construct in the presence or absence of supplemental pedicle screw 

fixation is device extrusion, and potential nerve root injuries related to retraction. 

SUMMARY 

Herein described are multiple device embodiments which combine in a single 

stand-alone construct the dual functions of: a) an intervertebral cage spacer which can 

be filled with bone fusion material maintaining disc height, and, b) a bi-directional 

fixating/fusion transvertebral body screw apparatus. These embodiments are described 

for posterior and anterior lumbar (and anterio-lateral thoracic) intervertebral placement, 

and anterior cervical intervertebral placement. The present invention recognizes the 

aforementioned problems with conventional apparatus and solves these problems by, 

among other things, improving upon the designs illustrated in the aforementioned 

related applications. The present application provides an advanced and novel bi­

directional fixating transvertebral (BDFT) screw/cage apparatus having, for example, 

more advanced screw locking embodiments that prevent screw pull-out or back-out. 

[0010] The exemplary embodiments of a bi-directional fixating transvertebral (BDFT) 

screw/cage apparatus provide as strong or stronger segmental fusion as pedicle screws 

without the complications arising from pedicle screw placement, which include 

misplacement with potential nerve and/or vascular injury, violation of healthy facets, 

possible pedicle destruction, blood loss, and overly rigid fusions. By placing screws 

across the intervertebral space from vertebral body to vertebral body, engaging anterior 

and middle spinal columns and not the vertebral bodies via the transpedicular route 

thereby excluding the posterior spinal column, then healthy facet joints, if they exist, are 

preserved. Because the present invention accomplishes both anterior and middle column 

fusion, without rigidly fixating the posterior column, the present invention in essence 

creates a flexible fusion. 
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The present invention recogmzes that the very advantage of transpedicular 

screws which facilitate a strong solid fusion by rigidly engaging all three spinal columns 

is the same mechanical mechanism whereby complete inflexibility of all columns is 

incurred thereby leading to increasing rostral and caudal segmental stress which leads to 

an increased rate of re-operation. 

[0012] Transvertebral fusion also leads to far less muscle retraction, blood loss and 

significant reduction in O.R. time. Thus, the complication of pedicle screw pull out, and 

hence high re-operation rate associated with the current embodiment of flexible fusion 

pedicle screws/rods is obviated. The lumbosacral intervertebral cage/BDFT screw 

constructs can be introduced via posterior lateral, transforaminal or anterior interbody 

fusion approaches/surgical techniques. Although one can opt to supplement these 

constructs with transpedicular screws there would be no absolute need for supplemental 

pedicle screw fixation with these operative techniques. 

[0013] The anterior placement of a bi-directional fixating transvertebral (BDFT) 

screw/cage apparatus according to the embodiments of the present invention into the 

cervical and lumbar spine obviates the need for supplemental anterior cervical or 

anterior lumbar plating. The sole purpose of these plates is to prevent intervertebral 

device extrusion. This function is completely obviated and replaced by the dual 

functioning bi-directional fixating transvertebral (BDFT) screw/cage apparatus, 

according to the present invention. The obvious advantage of this is a significant 

savings in operative time, and prevention of injuries associated with plating, in 

particular esophageal, large and small vessel injuries, and spinal cord nerve root 

lllJurieS. 

[0014] Because the embodiments of the bi-directional fixating transvertebral (BDFT) 

screw/cage apparatus engage a small percentage of the rostral and caudal vertebral body 

surface area, multi-level fusions can be performed with these devices. 

[0015] The aforementioned related applications described a novel calibrated 

lumbar/thoracic stapling device which staples the inferior articulating facet of the 

superior spinal segment to the superior articulating facet of the inferior vertebral 

segment unilaterally or bilaterally, which may minimize motion until interbody fusion 

occurs. The present invention presents an evolved and lumbar staple gun which is far 

more user friendly than previously described embodiments by incorporating a new 

release mechanism, as described in the aforementioned related applications. This new 

change simplifies the earlier design, and facilitates easier insertion and removal of the 
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staple decreasing the risk of the staple becoming loose or falling off during an 

operation. The exemplary staple gun thus makes posterior lumbar facet stapling far 

more amenable for percutaneous fluoroscopically guided surgical stapling. 

The aforementioned related applications introduced a novel posterior cervical 

facet stapling device which staples the inferior articulating facet of the superior cervical 

segment with the superior articulating facet of the inferior cervical segment either 

unilaterally or bilaterally. The advantage of cervical facet staples is speed and safety. 

The risks of cervical facet pedicle screw fixation, which include nerve root and vertebral 

artery injuries, are completely obviated by the use of the embodiments of the present 

invention. Thus, cervical facet staples achieve the same function of cervical pedicle 

screws without the risks. 

[0017] Placement of different embodiments of the cervical facet staples which include 

those with two or four prongs, along unilateral and/or bilateral facet joints in a modular 

manner, lead to different degrees of calibrated joint motion hence introducing the novel 

concept of calibrated cervical fusion. In the related applications, cervical facet 

embodiments of a highly evolved cervical staple gun for the two and four pronged 

cervical staples were introduced. The staple gun included a built-in trigger, trigger 

spring, spring hook, and return spring polyethylene cushion that improved the strength, 

ease and speed of staple bone penetration. In this application, the embodiments can 

provide more simplified and economically efficient staple guns which are very user 

friendly and further enhances the application of the cervical staple gun also making 

posterior cervical facet stapling more amenable to a non-invasive, percutaneous surgical 

procedure. 

[0018] Conventionally, failed anterior lumbar arthroplasties are salvaged by combined 

anterior and posterior fusions. Intervertebral cage/BDFT screw constructs may be 

utilized as a one-step salvage mechanism for failed/extruded anteriorly placed lumbar 

artificial discs obviating the need for supplemental posterior pedicle screws and/or 

anterior lumbar plating thereby significantly reducing and/or eliminating co-morbidities 

associated with these other salvage procedures. 

[0019] Likewise, anterior cervical intervertebral cage/BDFT screw construct placement 

can be used to salvage failed anterior cervical arthroplasties, and re-do fusions without 

having to supplement with cervical anterior plates, thereby reducing the morbidity of 

this procedure. 
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In addition, if a patient develops a discogenic problem necessitating anterior 

cervical discectomy and fusion at a level above or below a previously fused and plated 

segment, the present invention reduces or eliminates the need to remove the prior plate 

in order to place a new superior plate, because the function of the plate is replaced by 

the dual functioning intervertebral cervical construct, thereby reducing the operating 

room time and surgical morbidity of this procedure. 

[0021] Furthermore, because of the orientation and length of the BDFT screws within 

[0022] 

the intervertebral cage/BDFT constructs, multiple level fusions can be easily performed. 

Posterior cervical and lumbar stapling can also be performed for multiple levels. 

For example, an exemplary embodiment is directed to an intervertebral cage 

spacer and bi-directional fixating/fusion transvertebral body screw/cage apparatus, a 

posterior lumbar facet staple and a staple gun for a posterior lumbar facet staple, and a 

staple gun for a posterior cervical facet joint staple are provided. The apparatus 

includes an intervertebral cage for maintaining disc height. The intervertebral cage 

includes a first internal screw guide and a second internal screw guide. The apparatus 

further includes a first screw member having a tapered end and a threaded body 

disposed within the intervertebral cage, a second screw member having a tapered end 

and a threaded body disposed within the intervertebral cage, The device includes a 

novel mechanism involving a separate screw locking bracket with hooks that insert into 

a prefabricated insertion site within the sides of the intervertebral cage which when 

press-fit onto the cage prevents the screw members from pulling-out of the internal 

screw guides. A specifically designed set of pliers is illustrated which can be used to 

insert the locking brackets. The tips have stops so that the brackets can be more easily 

held. It also has a limiting screw to limit the amount the pliers close to prevent over­

pressing the locking brackets. It also has a leaf spring that preloads the pliers. These 

appliers can also apply gentle pressure on the brackets flexure grips (side tabs) to 

slightly deform ( open) the bracket hooks, thus easily removing the bracket if necessary 

intra-operatively or in the future. 

[0023] Another exemplary embodiment is directed to a staple gun for a posterior lumbar 

facet joint staple gun, including a handle having a first grip and a second grip, a cylinder 

body having a first end for receiving the posterior lumbar facet joint staple and a second 

end adjacent to the handle, a connector that connects the cylinder body to the handle, a 

puller, an independent puller tip and a return spring. This embodiment is more user 
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friendly making the staple gun easier to load, easier to use, and prevents the staple from 

falling off during any portion of the surgery. 

Yet another exemplary embodiment is directed to a staple gun for a posterior 

cervical facet joint staple, including a handle, a retaining spring, a central plunger and a 

tip. The device can be used with a hammer to apply two or four pronged posterior 

cervical staples to impact them into the facets. A central button releases the staple from 

the spring allowing the staple gun to be reloaded. 

[0025] Another exemplary embodiment is directed to a method of inserting a bi-

[0026] 

directional fixating transvertebral (BDFT) screw/cage apparatus between a first 

vertebral body and a second vertebral body. The method includes measuring a 

dimension of a disc space between the first vertebral body and the second vertebral 

body, determining that the disc space is a posterior lumbar disc space, an anterior 

lumbar disc space, or an anterior cervical disc space, selecting an intervertebral cage 

based on the measured dimension of the disc space and based on the determination of 

the disc space being the posterior lumbar disc space, the anterior lumbar disc space, or 

the anterior cervical disc space, inserting the selected intervertebral cage into a midline 

of the disc space until the selected intervertebral cage is flush or countersunk relative to 

the first vertebral body and the second vertebral body, inserting a first screw member 

into a first internal screw guide of the selected intervertebral cage, inserting a second 

screw member into a second internal screw guide of the selected intervertebral cage, 

screwing the first screw member and the second screw member into the first vertebral 

body and the second vertebral body respectively, confirming a position and placement 

of the intervertebral cage relative to the first vertebral body and the second vertebral 

body, and locking the first screw member and the second screw member in a final 

position by embedding a portion of the first screw member and the second screw 

member into a screw locking mechanism of the selected intervertebral cage. 

Once the surgeon is satisfied with the position and placement of the cage, the 

screws can then be locked in their final positions. Then a screw locking bracket is 

applied with the special plier tool on top of the cage allowing the bracket hooks to snap 

into the cage inserts. If the surgeon changes his mind intra-operatively, or if in a future 

date the construct needs to be removed, the surgeon presses on the side tabs with a 

pliers embodiment to slightly deform (open) the bracket hooks and can then easily 

remove the locking bracket. Multiple level placements can be performed including two, 

three or more levels if necessary. 
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BRIEF DESCRIPTION OF THE DRAWINGS 

The accompanying drawings are presented to aid in the description of 

embodiments of the invention and are provided solely for illustration of the 

embodiments and not limitation thereof. 

[0028] Figures IA-E illustrate an embodiment of an anterior cervical intervertebral 

[0029] 

cage/BDFT screw construct with a central screw locking lever in top (Fig IA), bottom 

isometric (Fig IB), side (Fig. IC), isometric front (Fig. ID), isometric bottom, and 

isometric fully exploded with visualized internalized angled screw guides (Fig IE) 

views. 

Figures 2A-E illustrate an embodiment of an intervertebral cage/BDFT screw 

construct with screw locking bracket in top (Fig 2A), bottom isometric (Fig 2B), side 

isometric (Fig 2C), top isometric fully explodes with visualized internal screw guides 

(Fig 2D), and bottom isometric fully exploded with visualized bracket hooks and 

flexion grips (Fig 2E) views. 

[0030] Figures 3A-F illustrate an embodiment of an anterior lumbar intervertebral 

cage/BDFT screw construct with screw locking bracket in top (Fig 3A), bottom (Fig 

3B), front (Fig 3C), side (Fig 3D), isometric top fully exploded with visualized 

internalized angled screw guides (Fig. 2E), and isometric fully exploded with visualized 

bracket hooks and flexion grips (Figure 3F) views. 

[0031] Figures 4A-F illustrate an embodiment of a posterior lumbar intervertebral 

cage/BDFT construct with screw locking bracket in top (Fig 4A), front (Fig.4B), side 

(Fig. 4C), isometric (Fig. 4D), isometric fully exploded with visualized internalized 

angled screw guides (Fig 4E), and isometric fully exploded with visualized bracket 

hooks and flexion grips (Fig. 4F) views. 

[0032] Figure 5 illustrates a pliers embodiment which applies the locking bracket to and 

also removes it from the intervertebral cage /BDFT constructs. 

[0033] Figures 6A-D illustrate an embodiment of a Lumbar facet joint staple gun in side 

view (Fig 6A), exploded (Fig. 6B) and cross-sectional (Fig. 6C) and front-on (Fig 6D) 

view. 

[0034] Figures 7 A-E illustrate an embodiment of a posterior cervical facet staple gun in 

side view (Fig.7A), oblique (Fig. 7B), exploded (Fig.7C), cross-sectional (Fig. 7D), and 

front-on (Fig 7E) views. 

8 

Page 20 of 203



Attorney Docket No. 46440-0012005 

[0035] Figures 8A-E illustrate another embodiment of a posterior cervical facet staple 

gun in side view (Fig. SA), oblique (Fig. 8B), exploded (Fig. SC), cross-sectional (Fig. 

8D), and front-on (Fig. SE) views. 

[0036] Figures 9A-B illustrate an embodiment of a posterior lumbar facet staple, flexure 

spring embodiment in side isometric (Fig. 9A) and exploded (Fig. 9B) views. 

[0037] Figures lOA-C illustrate an embodiment of a posterior lumbar facet staple, 

[0038] 

torsional spring embodiment in side isometric (Fig. lOA), bottom isometric (Fig. 10B), 

and exploded (Fig. 1 OC) views. 

DETAILED DESCRIPTION 

Aspects of the invention are disclosed in the following description and related 

drawings directed to specific embodiments of the invention. Alternate embodiments 

may be devised without departing from the scope of the invention. Additionally, well­

known elements of the invention will not be described in detail or will be omitted so as 

not to obscure the relevant details of the invention. 

[0039] The word "exemplary" is used herein to mean "serving as an example, instance, 

or illustration." Any embodiment described herein as "exemplary" is not necessarily to 

be construed as preferred or advantageous over other embodiments. Likewise, the term 

"embodiments of the invention" does not require that all embodiments of the invention 

include the discussed feature, advantage or mode of operation. 

[0040] With reference to FIGS. lA-lOC, exemplary embodiments of the invention will 

now be described. 

[0041] 1. The Medical Device 

[0042] Referring to FIGS. 1-5, the above described problems of the conventional art can 

[0043] 

be solved in the cervical, thoracic and lumbosacral spines by insertion into the denuded 

intervertebral disc space multiple embodiments of a bi-directional fixating 

transvertebral (BDFT) screw/cage apparatus. 

For example, Figures lA-E illustrate three-dimensional views of an embodiment 

of an anterior cervical intervertebral cage/BDFT construct 10. In this embodiment, the 

cage is elliptically contoured (Fig 1 C; side view) to fit into the bi-concave cervical disc 

space. The embodiment includes two screws 12, 14. A first screw 12 is oriented 

rostrally (superiorly) and a second screw 14 is oriented caudally (inferiorly). The cage 

10 can include a cavity 16 for bone product placement. The cage 10 includes two built 

in internalized screw/drill guides 18, 20, one for each screw 12, 14 which orient the 
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screws bi-directionally in opposite directions. One of ordinary skill in the art will 

recognize that the internalized screw/drill guides 18, 20 can have different degrees of 

angulation and/or different positions within the cage 10. The built in tunnels of the 

screw guides 18, 20 provide an important advantage of ensuring that only one 

prescribed angled trajectory 1s possible for transvertebral screw placement. 

Embodiments of the intervertebral cages 10 can be designed with internalized 

screw/drill guides 18, 20 with different angles and/or different positions within the cage 

10. The angle and size of the screws 12, 14 make them amenable to single or multi-level 

placement. The superior and inferior surfaces or edges of the lumbar cage 10 can 

include ridges 22 to facilitate integration and fusion with superior and inferior vertebral 

bodies. 

[0044] The embodiment also includes a central screw locking lever 24 which is inserted 

in between left and right internalized screw/drill/guides 18, 20 into the top center of the 

construct 10 (Fig IE). The central screw locking lever 24 can be manufactured from a 

variety of materials, such as titanium. After the screws 12, 14 are fully turned into the 

construct 10, the screw locking lever handle 26 which is initially oriented vertically, is 

rotated ninety degrees so that the handle 26 covers and locks both left and right screws 

12, 14 thereby preventing back-out And pull-out. The locking mechanism 24 can be 

reused for a number of cycles. This locking mechanism 24 is an additional evolutionary 

embodiment not described in the aforementioned related applications. 

[0045] For example, an aspect of the invention is directed to bi-directional fixating 

transvertebral (BDFT) screw/cage 10 apparatus, comprising an intervertebral cage 10 

for maintaining disc height, the intervertebral cage 10 including a first internal screw 

guide 18 and a second internal screw guide 20, a first screw member 12 having a 

tapered end and a threaded body disposed within the intervertebral cage 10, a second 

screw member 14 having a tapered end and a threaded body disposed within the 

intervertebral cage 10, wherein each of the first internal screw guide 18 and the second 

internal screw guide 20 are angled to orient the first screw member 12 and the second 

screw member 14 bi-directionally in opposite directions, wherein the first internal screw 

guide 18 and the second internal screw guide 20 are aligned along a longitudinal axis of 

the intervertebral cage 10, and a central screw locking lever 24 coupled to the 

intervertebral cage 10, wherein the central screw locking lever 24 prevents the first 

screw member 12 and the second screw member 14 from pulling-out of the first internal 

screw guide 18 and the second internal screw guide 20. 
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The central screw locking lever 24 can be rotatably coupled to the intervertebral 

cage 10. The central screw locking lever 24 can include a handle portion 26, and a stem 

portion 28 extending from a lower side of the handle portion 26, the stem portion 28 

being substantially perpendicular to the lower side of the handle portion 26. The central 

screw locking lever 24 can be rotatable about an axis of the stem portion 28. 

The central screw locking lever 24 can be rotatable between an unlocked 

position in which the handle portion 26 is transverse to the longitudinal axis of the 

intervertebral cage 10, and a locked position in which the handle portion 26 extends 

along the longitudinal axis of the intervertebral cage 10. 

[0048] The first screw member 12 and the second screw member 14 are exposed when 

the handle portion 26 is in the unlocked position, and the handle portion 26 of the 

central screw locking lever 24 covers and locks the first screw member 12 and the 

second screw member 14 in the intervertebral cage 10 when the handle portion 26 is in 

the locked position. The central screw locking lever can be a T-shaped screw locking 

lever 24. A top face of the intervertebral cage 10 can include an opening for engaging 

the central screw locking member 24. The opening 29 can be formed between the first 

internal screw guide 18 and the second internal screw guide 20. The central screw 

locking lever 24 can include a first threaded portion and the opening 29 can include a 

corresponding second threaded portion, and wherein the central screw locking lever 24 

is threaded into the opening 29 of the intervertebral cage 10 by engaging the first 

threaded portion of the central screw locking lever 24 with the second threaded portion 

of the opening. The central screw locking lever 24 can be press-fit into the opening 29 

of the intervertebral cage 10. The central screw locking lever 24 can be made of 

titanium. 

[0049] Figures 2A-E depict another screw locking mechanism for anterior cervical 

cage/BDFT constructs. This locking mechanism is a screw locking horizontal bracket 

30 which snaps on to the top of the construct 10 once the screws 12, 14 have been 

maximally turned thereby preventing screw pull-out or back-out. The screw locking 

bracket 30 is designed with left and right bracket hooks 34. They are inserted into hook 

insertion slots 36 which are prefabricated on the left and right sides of the cage 

construct 10 to precisely snugly fit the bracket hooks 34. Once the bracket hooks 34 are 

inserted into the cage insertion slots 36, the bracket 30 cannot be dislodged. In order to 

remove the bracket 30; if it becomes necessary to remove the cage 10 at some future 

time, flexion grips (side tabs) 32 have been designed on the bracket 30. The locking 
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bracket 30 can be applied to the construct 10 with the specially designed pliers 

(exemplarily described with reference to Figure 5) which press fit the bracket 30 onto 

the cage 10 thereby locking the screws 12, 14. In order to remove the bracket 30, the 

user needs only to press on the side tabs 32 with the pliers (Fig 5) to slightly deform 

(open) the bracket hooks 34, and thereby easily remove the bracket 30. 

The novel embodiments of the present invention are quite unique and different 

from all other conventional locking mechanisms used for other types of anterior cervical 

plates. No other conventional anterior cervical intervertebral cage/BDFT screw 

constructs are known. 

[0051] For example, an exemplary aspect of the invention is directed to a central screw 

locking lever 24 can include a screw locking horizontal bracket 30. The screw locking 

horizontal bracket 30 can be press fit on a top of the intervertebral cage 10 and covers 

and locks the first screw member 12 and the second screw member 14 in the 

intervertebral cage 10. The screw locking horizontal bracket 30 can include a cover 

portion extending in a direction of the longitudinal axis of the intervertebral cage 10 and 

substantially parallel to a top face of the intervertebral cage 10, the cover portion 

covering and locking the first screw member 12 and the second screw member 14 in the 

intervertebral cage 10, and side tabs 32 on each end of the cover portion, wherein the 

side tabs 32 extend in a direction perpendicular to the cover portion along the sides of 

the intervertebral cage 10. The side tabs 32 include bracket hooks 34 extending from 

the side tabs 32 toward the sides of the intervertebral cage 10 and in a direction of the 

longitudinal axis of the intervertebral cage 10. The intervertebral cage 10 can include 

one or more slots 36 for lockingly engaging a part of the screw locking horizontal 

bracket 30. The sides of the intervertebral cage 10 include hook insertion slots 36, and 

wherein the bracket hooks 34 engage the hook insertion slots 36. The bracket hooks 34 

lockingly engage the hook insertion slots 36. The side tabs 32 of the screw locking 

horizontal bracket 30 include bracket flexion grips. The screw locking horizontal 

bracket 30 can be deformable. The screw locking horizontal bracket 30 can be 

deformable under pressure applied to the bracket flexion grips. The bracket hooks 34 

include flexible bracket hooks. 

[0052] Figures 3A-F illustrate three-dimensional views of an embodiment of an anterior 

lumbar intervertebral cage/BDFT construct. In this embodiment, the cage 10 is larger 

than the cervical cage and is also elliptically contoured to fit into the bi-concave lumbar 

disc space (Figure 3D; side view). The cage 10 includes four (4) horizontally aligned 
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internalized screw guides 18, 19, 20, 21 for four (4) screws 12, 13, 14, 15. The two 

lateral (left and right) screws are oriented inferiorly, and the two middle screws are 

oriented superiorly. In the embodiment, the orientations of the four screw guides 18, 

19, 20, 21 (and screws 12, 13, 14, 15) are selected because of their symmetry and 

inherent stability. The cage 10 can include a large cavity 16 for bone product 

placement. The cage 10 includes four built-in internalized screw/drill guides 18, 19, 20, 

21, one for each screw. Other embodiments of the intervertebral cage 10 can be 

designed with internalized screw/drill guides 18, 19, 20, 21 with different angles and/or 

different positions within the cage 10. The angle and size of the screws make them 

amenable to single or multi-level placement. The superior and inferior surfaces or 

edges of the cage 110 can include ridges 22 to facilitate integration and fusion with 

superior and inferior vertebral bodies. In this embodiment, there are no compartmental 

divisions in the cavity 16 for bone product placement to maximize the quantity of bone 

for fusion. 

[0053] Figures 3A-F depicts a screw locking embodiment for anterior thoracic and 

[0054] 

Lumbosacral cage/BDFT constructs. This locking mechanism is a screw locking 

horizontal bracket 30 which snaps on to the top of the construct once the four screws 12, 

13, 14, 15 have been maximally turned thereby preventing screw pull-out or back-out of 

all four screws 12, 13, 14, 15 simultaneously. The screw locking bracket 30 is designed 

with left and right bracket hooks 34. They are inserted using the specially designed 

pliers (Figure 5) into hook insertion slots 36 which are prefabricated on the left and 

right sides of the cage construct to precisely snugly fit the bracket hooks 34. Once the 

bracket hooks 34 are inserted into the cage insertion slots 36, the bracket 30 cannot be 

dislodged. In order to remove the bracket 30; if it might become necessary to remove 

the cage 10 at some future time, flexion grips (side tabs) 32 have been designed on the 

bracket 30. The locking bracket 30 is the press fit by the pliers (Fig 5) onto the cage 10 

in order to lock the screws 12, 13, 14, 15. In order to remove the bracket 30, the user 

needs only to press on the side tabs 32 with the pliers (Fig 5) to slightly deform (open) 

the bracket hooks thereby easily removing the bracket 30. 

Another identical locking mechanism embodiment which includes a central 

rotating locking lever mechanism as designed for the cervical cage. BDFT constructs 

can likewise be designed for the anterior thoracic and lumbosacral cage/BDFT 

constructs. These novel locking mechanisms also are quite unique and different from 
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all other conventional locking mechanisms used for other types of anterior lumbar 

cages. 

[0055] Another patent which mentions anterior placed lumbar implants with perforating 

screws includes US Patent 4,904,261 (John Dove, Philip H. Hardcastle, John K. Davis 

and Brian King). The '261 patent discloses a horseshoe implant having a plurality of 

cylindrical holes with smooth inner surfaces and comprise only one stop for the heads of 

the bone screws to be inserted into them The placement of five cylindrical holes is 

oriented within the cage in a non-symmetric manner. 

[0056] In comparison, the embodiments of the present invention differ in many 

substantial ways from the conventional devices. For example, the present invention 

provides a symmetric orientation of the screw holes, as well as completely novel and 

unique screw locking mechanism (e.g., 24, 30, etc.). The present invention also 

describes an angulation/trajectory (e.g., a preferred angulation/trajectory) for preventing 

pull-out or back-out of the screws that would make placement of all screws in a manner 

which would lead to maximum stability of the construct within the vertebral space, and 

obviate the need for external drill guides, and surgeon trajectory angulation guess work. 

[0057] In another patent US 7, 232,464 B2 (Claude Mathieu and Christopher Marden 

[0058] 

John Cain) multiple embodiments of lumbar intervertebral implants are presented which 

include one with internally threaded bore holes, another embodiment with a front plate 

mounted at the front surface of the implant, and another embodiment with the front 

place displaceably configured to move vertically relative to the implant. In addition, the 

disclosed preferred borehole axes are 35-55 degrees. The '464 patent has four screw 

perforations that are not aligned four in a row. Two of the screw holes are laterally 

placed on the left, one on top of each other, the top one with a superior trajectory, and 

the bottom with an inferior trajectory. Likewise, two perforations are placed on the 

right, one on top of each other, the top one with a superior trajectory and the bottom one 

with an inferior trajectory. The disclosed screw locking mechanism is a screw with an 

external thread matching the internal borehole thread, or spiral springs. 

In comparison, the anterior lumbar construct of the present invention differs in 

many substantial ways from the conventional devices. The present invention includes a 

single cage construct with four (4) internalized drill guides 18, 19, 20, 21 arranged 

horizontally in a row. The middle two screws are oriented superiorly, and the lateral left 

and right screws are oriented inferiorly. This symmetric alignment of screws and 

orientations within the superior and inferior vertebral bodies (e.g., two middle 

14 

Page 26 of 203



[0059] 

[0060] 

Attorney Docket No. 46440-0012005 

superiorly projecting screws, and two laterally projecting inferior screws) make the 

fixation to the superior and inferior vertebral bodies much more symmetric and thus 

more stable. In an embodiment of the present invention, the cage includes a screw guide 

having a predetermined trajectory (e.g., a preferred trajectory of 25 degrees) that makes 

placement of all screws equally facile, more amenable to multi-level placement, and 

diminishes the need for external drill guides. Furthermore, the exemplary screw locking 

mechanisms are unique and differ substantially from the conventional approach of 

matching screw/cage threads or spiral springs. 

Figures 4A-F illustrate three-dimensional views of an embodiment of a posterior 

lumbar intervertebral cage/BDFT construct. In this embodiment, the screws perforate 

and orient in opposing superior and inferior directions. The cage 10 can include a cavity 

16 for bone product placement. The top and bottom portions of the cage 10 are 

elliptically contoured to naturally fit into the bi-concave intervertebral disc space (Fig 

4C; side view). The cage 10 includes built-in internalized screw/drill guides 18, 19 

having a predetermined angled trajectory. One of the guides is angled rostrally 

(superiorly) (e.g., guide) and the other caudally (inferiorly) (e.g., guide). The 

intervertebral cages can be designed with internalized screw/drill guides 18, 19 with 

different angles and/or different positions within the cage 10. The angle and size of the 

screws 12, 14 make them amenable to single or multi-level placement. The superior and 

inferior surfaces or edges can include ridges 22 to facilitate integration and fusion with 

superior and inferior vertebral bodies. One of these constructs is placed posteriorly into 

the intervertebral space on the left side, and the other on the right side. 

The cage 10 includes a screw locking mechanism for posterior lumbosacral 

cage/BDFT constructs. This locking mechanism is a screw locking horizontal bracket 

30 which snaps on to the top of the construct once the screws have been maximally 

turned thereby preventing screw pull-out or back-out. The screw locking bracket 30 is 

designed with left and right bracket hooks 34. They are inserted into hook insertion slots 

36 which are prefabricated on the left and right sides of the cage construct to precisely 

snugly fit the bracket hooks 34. Once the bracket hooks 34 are inserted into the cage 

insertion slots 36 using the specially designed pliers (Fig 5), the bracket 30 cannot be 

dislodged. In order to remove the bracket 30; if it becomes necessary to remove the cage 

10 at some future time, flexion grips (side tabs) 32 have been designed on the bracket 

30. The locking bracket 30 can be press fit onto the cage 10 using the pliers (Fig 5) 

thereby locking the screws 12, 14. In order to remove the bracket 30, the user needs 
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only to press on the side tabs 32 with the pliers (Fig 5) to slightly deform (open) the 

bracket hooks 34, and thereby easily remove the bracket 30. 

[0061] The screw locking bracket 30 can be manufactured from a variety of materials, 

such as titanium. It can be reused for a number of cycles. 

[0062] As illustrated in FIG. 5, a pliers device 40 for inserting and removing the locking 

[0063] 

[0064] 

[0065] 

mechanism can include a first arm rotatably coupled to a second arm; wherein each of 

the first arm and the second arm includes a handle portion on a first end; wherein the 

first arm includes an upper plier tip 42 and the second arm includes a lower plier tip 44, 

and wherein the first arm and the second arm engage the central screw locking lever 30. 

The upper plier tip 42 and the lower plier tip 44 each include a stop 46 configured to 

engage the bracket flexion grips 32. The pliers 40 can include a leaf spring 48 between 

the first arm and the second arm, wherein the leaf spring 48 biases the first handle 

portion away from the second handle portion. The pliers 40 can include a limiter 50 and 

limiting screw 52. 

In an aspect of the pliers device 40 for inserting and removing a bi-directional 

fixating transvertebral (BDFT) screw/cage apparatus, the pliers device comprises a first 

arm rotatably coupled to a second arm; wherein each of the first arm and the second arm 

includes a handle portion on a first end; wherein the first arm includes an upper plier tip 

42 and the second arm includes a lower plier tip 44, wherein the first arm and the 

second arm engage the bracket flexion grips 32, wherein the upper plier tip 42 and the 

lower plier tip 44 each include a stop 46 configured to engage the bracket flexion grips 

32, and a leaf spring 48 between the first arm and the second arm, wherein the leaf 

spring 48 biases the first hand portion away from the second handle portion. 

Another identical locking mechanism embodiment which includes a central 

rotating locking lever mechanism as designed for the cervical, thoracic and lumbosacral 

cage/BDFT constructs can likewise be designed for the posterior lumbosacral 

cage/BDFT constructs. 

The exemplary embodiments of these locking mechanisms are another 

evolutionary embodiment not illustrated in the aforementioned related applications. The 

novel locking mechanisms are also is quite unique and different from other conventional 

locking mechanisms used for other known cervical and lumbar anterior or posterior 

plate screws. No other conventional posterior lumbar intervertebral cage BDFT/screw 

constructs are known. 

[0066] Figures 6A-6D illustrate an embodiment of a lumbar facet joint staple gun. 

16 

Page 28 of 203



[0067] 

Attorney Docket No. 46440-0012005 

Features of lumbar facet joint staple guns have been thoroughly described in the 

aforementioned related applications, the relevant portions of which are hereby 

incorporated by reference in their entirety. The exemplary staple gun 400 is an 

evolutionary advanced version compared to the conventional designs. The changes 

incorporated herein facilitate easier insertion and removal of the staple 700 compared to 

our prior design. An improved feature of the staple gun is the design of an independent 

puller tip which can be swung open when the stapler is at its maximum open position. 

[0068] The figures illustrate the staple gun 400 which includes two upper and lower 

grips 404, 406, upper and lower bars 408, 410, a cylinder 418, a puller 414, a puller tip 

402, a connector 418, a return spring 420, and pins 422. 

[0069] In our previous design the user might have to force the staple hinge to fit into the 

loops (puller), and once the staple 700 was closed the user had to pry the staple hinge 

from the loops. To address this problem, one of the loops was made as an independent 

part which can be swung open when the stapler is at its maximum open position. 

[0070] The following is the mechanism of its action: The user opens the stapler handles 

to their maximum This forces the puller part 414 to stick out from the cylinder part 412. 

In that configuration, the puller tip 402 can be opened, and the user can insert the staple 

700, and close the puller tip 402 (no force required). As the user closes the staple 

handles, the puller part 414 retracts into the cylinder part 412 which prevents the puller 

tip part 402 from opening. Thus there is no risk of the staple 700 becoming loose or 

falling off during surgery. Once the staple 700 has been closed, and is locked, the user 

can open once more the staple handles to their max to force the puller part out, and in 

that configuration, the puller tip 402 can be opened, and the staple 700 can be released. 

The release mechanism doesn't have a spring. The puller tip 402 can simply be opened 

only when the center shaft (puller) is extended completely. When the puller 414 is 

retracted (during stapling) the release (puller tip) is constrained by the surrounding 

geometry i.e. it cannot move. The main advantage of this mechanism is its simplicity. 

The spring 420 is for the return. The spring 420 pushes the puller out, so after the user 

staples, by pressing the handles together and pulling the center shaft in (puller), the 

spring 420 will force the puller 414 out and swing the handles open to reset the stapler. 

[0071] For example, an aspect of the invention can include a staple gun for a lumbar 

facet joint staple includes a handle having an upper bar 408 and a lower bar 410, each of 

the upper bar 408 and the lower bar 410 having a first and a free end, a hollow cylinder 

412 body having a first end for receiving the lumbar facet joint staple and a second end 
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adjacent to the handle, a connector 418 having a first end coupled to the hollow cylinder 

412 body and a second end coupled to the handle such that the first end of each of the 

upper bar 408 and the lower bar 410 can be pivotably coupled to the connector 418, a 

puller 414 disposed in and extending through the hollow cylinder 412 body, wherein the 

puller 414 has a first end for receiving the lumbar facet joint staple and a second end 

adjacent to the handle, the second end of the puller 414 being coupled to the handle, and 

a puller tip 402 coupled to the first end of the puller 414, wherein the handle can be 

moveable from a closed position to an open position, a distance between the free end of 

the upper bar 408 and the free end of the lower bar 410 in the closed position being less 

than a distance between the free end of the upper bar 408 and the free end of the lower 

bar 410 in the open position, wherein the first end of the puller 414 and at least a part of 

the puller tip 402 are disposed inside the first end of the hollow cylinder 412 body when 

the handle is in the closed position, and wherein the first end of the puller 414 and at 

least a part of the puller tip 402 extend outside the first end of the hollow cylinder 412 

body when the handle is in the open. 

The puller tip 402 can be moveable between an open position and a closed 

position when the handle in the open position, and wherein the puller tip 402 is locked 

in the closed position by the first end of the hollow cylinder 412 body when the handle 

in the closed position. The puller tip 402 can include a first loop part and a second loop 

part, the first loop part and the second loop part for grasping sides of the lumbar facet 

joint staple, wherein the first loop part is movable with respect to the second loop part in 

a direction transverse to a longitudinal axis of the puller 414. The staple gun can 

include a spring return mechanism that biases the handle in the open position. The 

handle can include a linkage coupling the puller 414 to each of the upper bar 408 and 

the lower bar 410. 

Features of cervical facet joint staples have been thoroughly described in the 

aforementioned related applications, the relevant portions of which are hereby 

incorporated by reference in their entirety. 

[0074] As shown in Figures 7 A through SE, an exemplary posterior cervical facet joint 

staple 702 includes a staple body extending along a longitudinal axis. The body 

includes a plurality of prongs extending from a lower surface of the staple body. The 

lower surface of the staple body also includes a groove for engaging or fitting into the 

spring supports of a staple gun (e.g., a cervical staple gun, as described in more detail 
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below). The groove extends along an axis that is perpendicular to the longitudinal axis 

of the staple body. The groove is disposed at a center point along the longitudinal axis. 

[0075] Figures 7 and 8 illustrate a four-prong embodiment. The cervical staple gun 

embodiments can also be used for a two pronged staple embodiment. 

[0076] More particularly, the lumbar staple has top and bottom claws which come 

together. The top part of the staple, beneath from where the staple prongs come out, has 

on either side, a circular protuberance with a hole in the center. A pin goes through this 

hole and through a hole in the lower staple claw thus connecting these two components 

which pivot around the pin to open and close the jaw of the staple. The protuberances 

on both sides of the staple can be fit snugly into the puller tip 402 of the staple gun. 

[0077] Exemplary aspects of a staple are illustrated in Figures 9A-B and lOA-C. 

[0078] Figures 9A-B illustrate an embodiment of a posterior lumbar facet staple having 

a flexure spring. Figures 1 0A-C illustrate an embodiment of a lumbar facet staple 

having a torsional spring. Features of a lumbar facet staple have been thoroughly 

described in the aforementioned related applications, the relevant portions of which are 

hereby incorporated by reference herein in their entirety. The embodiments illustrated in 

the related applications included a ratchet. The staple could be incrementally closed 

with increased ratcheting over increasing number of spurs. The present invention 

provides two evolved embodiments, which are superior to conventional designs in that 

the closing mechanisms can withstand much greater force (Newtons) than a small 

external ratchet. Other improvements will be described below. 

[0079] Figures 9A-B illustrate an embodiment of a posterior lumbar facet staple 500 

having a flexure spring 530. As shown in Figures 9A-B, the features of the staple 500 

include top claws 510 and bottom claws 520 with ridges 570 to help incorporate and 

fuse with bone. A staple pin (pivot) 560 connects the top claws 510 and bottom claws 

520. The staple 500 includes four fastener pins (prongs) 580, 582, 584, 586, two per top 

claw 510 or bottom claw 520. Ratchet teeth 540 are molded onto the lower claw 520, 

and a spring loaded ratchet pawl 530 pivots on the claw, and locks the staple 500 in 

position. As the staple 500 closes, the ratchet 540 works in standard fashion. When a 

force is applied to open the staple 500, the ratchet 540 locks up, but the ratchet pawl 

(e.g., the flexure spring) 530 acts as a spring due to its curvature. So depending on the 

material used for the ratchet spring, the ratchet spring 530 can deform more or less, 

thereby providing different degrees of resistance. The ratchet mechanism 540 limits the 

opening force of the staple 500 by a force proportional to the stiffness of the flexure 
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spring 530 (e.g., ratchet pawl). The force can be tailored by making the pawl from 

different materials or varying the dimension of the flexure spring on the pawl. This 

embodiment can achieve significant rigidity (stiffness). 

Figures lOA-C illustrate an embodiment of a posterior lumbar facet staple 600 

having a torsional spring 630. Figures 1 0A-C illustrate features of the staple 600, which 

include top claws 610 and bottom claws 620 with ridges 670 to help incorporate and 

fuse with bone. A staple pin (pivot) 660 joins the upper claw 610 and lower claw 620 of 

the staple 600. The staple 600 includes four fastener pins (prongs) 682, 684, 686, 688, 

two per top claw 610or bottom claw 620 of the staple 600. The features of the staple 

600 include a torsional spring 630, a brake 680, and a pivot spring pin 640. As the staple 

600 closes, the ratchet works in standard fashion. When the staple 600 is open, the 

spring does not interfere with the motion. Once the staple 600 is closed there is a ratchet 

mechanism (brake) 680 that engages with the spring 630. At that point, the force 

required to open the staple 600 will depend on the stiffness of the spring 630. Having 

staple models with different types of springs (e.g., soft, hard, etc.) allows the tailoring of 

different staples to the needs of a given patient. The embodiments of the present 

invention have less compliance than the conventional devices. 

[0081] The staple gun embodiments illustrated in Figures 7 and 8 provide improved 

features over those previously described in our prior applications. The advantages of 

both these embodiments are their economic efficiency of design, their simplicity and 

their amenability to percutaneous surgical approaches. 

[0082] Figures 7 A-E illustrate an embodiment of a posterior cervical facet staple gun. 

[0083] The internal mechanism includes a handle 802, a central staple plunger 804, a tip 

806, and a retaining spring 808. A staple 702 is held in place at the tip 806 of the staple 

guide by a retaining spring 808. The device can be used with a hammer to apply a staple 

702 (either two or four pronged). The spring 808 holding the staples 702 in place is a bi­

staple spring that is opened to release a staple by pressing the center button ( central 

plunger) of the handle 802. Pressing the central button opens up the spring 808, and the 

staple gun can then be reloaded with another staple 702. 

[0084] Figures 8A-E illustrate another embodiment of a posterior cervical facet staple 

gun. The internal mechanism includes a handle 902, a plunger 910, and two mirror 

retaining springs 908, 909. The staple 702 is held in place at the tip of the staple guide 

by the retaining springs 908, 909. The device can be used with a hammer to impact the 
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staple ( either two or four pronged). A center button can be pressed to release the staple 

when needed. The staple gun can then be reloaded with another staple. 

[0085] 2. SURGICAL METHOD 

[0086] Exemplary surgical steps for practicing one or more of the forgoing 

embodiments will now be described. 

[0087] Anterior cervical spine placement of the intervertebral cage/BDFT screw 

[0088] 

[0089] 

construct (Figures 1-2) can be implanted via previously described techniques for 

anterior cervical discectomy and fusion. Some but not all of these techniques include, 

open, microscopic, closed endoscopic or tubular. Fluoroscopic or any other form of 

visualized guidance can be used for this procedure. 

After the adequate induction of anesthesia the patient is placed in a supine 

position. An incision is made overlying the intended disc space or spaces, and the 

anterior spine is exposed. A discectomy is performed and the endplates exposed. The 

disc height is measured and an anterior cervical intervertebral cage of the appropriate 

disc height, width and depth is selected. The central cavity is packed with bone fusion 

material, autologous bone graft, allograft, alone or in combination with any 

commercially available bone fusion promoting product. The cage is then inserted into 

the midline of the anterior disc space routinely until it is flush or countersunk relative to 

the vertebral body above and below. The BDFT screws are then inserted into the 

internalized rostrally (superiorly) and caudally (inferiorly) angled screw guides. A drill 

with or without a drill guide can be used to prepare for screw placement. This is not 

absolutely necessary. Because the cage has internalized screw guides, self-drilling/self­

tapping screws of the appropriately selected lengths can be directly screwed into the 

vertebral bodies once placed into the internalized drill-guided angled tunnels. The 

cage's screw guides, which have internalized tunnels, direct the screws into the superior 

and inferior vertebral bodies in the predetermined angle of the internalized tunnels. 

There is no other angled trajectory other than that which is built into the internalized 

screw guide/tunnel of the cage that the screw can be oriented in. Hence, there is no 

absolute need for fluoroscopic guidance. 

Once the surgeon is satisfied with the position and placement of the cage, the 

BDFT screws can then be locked into their final positions. In the embodiment in figure 

1, the patient rotates the central locking screw lever from the midline vertical position, 

ninety degrees; so that the locking lever handles lock the screws into position 

preventing screw pull-out. . If the surgeon changes his mind intra-operatively or if in a 
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future date the construct needs to be removed, the screw locking lever is rotated another 

ninety degrees, unblocking access to the screws, and the screws can be backed out. The 

locking mechanism has several cycles of use, and thus screws once backed out, can be 

re-screwed and re-locked. Multiple level placements can be performed including two, 

three or more levels if necessary. 

[0090] For the embodiment illustrated in Figure 2, once the surgeon is satisfied with the 

position and placement of the cage, the BDFT screws can then be locked in their final 

positions. Then a screw locking bracket is gently placed on top of the cage with the 

pliers (Fig 5) allowing the bracket hooks to snap into the cage inserts. The plier tips 

have stops so that the brackets could be more easily held. It has a limiting screw that 

limits the amount the pliers close to prevent over-pressing the locking brackets. It also 

has a leaf spring that serves to pre-load the pliers. If the surgeon changes his mind intra­

operatively, or if in a future date the construct needs to be removed, the surgeon presses 

on the side tabs with the pliers (Figure 5) to slightly deform ( open) the bracket hooks 

and easily remove it. The locking mechanism has several cycles of use, and thus screws 

once backed out, can be re-screwed and re-locked. Multiple level placements can be 

performed including two, three or more levels if necessary. 

[0091] Anterior or anteriolateral placement of thoracic or lumbar spine intervertebral 

cage/BDFT screw constructs (Figure 3) can be implanted via previously described 

surgical techniques for anterior lumbar discectomy, and transthoracic, anterior-lateral 

thoracic discectomy. Some but not all of these techniques include, open, microscopic, 

closed endoscopic or tubular. Fluoroscopic or any other form of visualized guidance 

can be used for this procedure. 

[0092] After the adequate induction of anesthesia and after the anterior spine is exposed 

a discectomy is performed and the endplates exposed. The disc height is measured and 

an anterior lumbar (or thoracic) intervertebral cage of the appropriate disc height, width 

and depth is selected. The central cavity is packed with bone fusion material, autologous 

bone graft, allograft, alone or in combination with any commercially available bone 

fusion promoting product. The cage is then inserted into the midline of the anterior disc 

space routinely until it is flush or countersunk relative to the vertebral body above and 

below. The four BDFT screws are then inserted into the two middle internalized 

rostrally (superiorly) and two lateral, caudally (inferiorly) angled screw guides. A drill 

with or without a drill guide can be used to prepare for screw placement. This is not 

absolutely necessary. Because the cage has internalized screw guides, self-drilling/self-
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tapping screws of the appropriately selected lengths can be directly screwed into the 

vertebral bodies once placed into the internalized drill-guided angled tunnels. The 

cage's internalized guides, which have internalized tunnels, direct the screws into the 

superior and inferior vertebral bodies in the predetermined angle of the internalized 

tunnels. There is no other angled trajectory other than that which is built into the 

internalized screw guide/tunnel of the cage that the screw can be oriented in. Hence 

there is no absolute need for fluoroscopic guidance. 

Once the surgeon is satisfied with the position and placement of the cage, the 

BDFT screws can then be locked in their final positions. Then a screw locking bracket 

is gently placed on top of the cage with the pliers (Fig 5) allowing the bracket hooks to 

snap into the cage inserts. If the surgeon changes his mind intra-operatively, or if in a 

future date the construct needs to be removed, the surgeon presses on the side tabs with 

pliers (Figure 5) to slightly deform ( open) the bracket hooks and can then easily remove 

the locking bracket. The locking bracket has several cycles of use, and thus screws once 

backed out, can be re-screwed and re-locked. Multiple level placements can be 

performed including two, three or more levels if necessary. 

[0094] Implantation of the posterior lumbar intervertebral cage/BDFT screw constructs 

[0095] 

[0096] 

[0097] 

(Figure 4) can be performed via previously described posterior lumbar interbody fusion 

(PLIF) or posterior transforaminal lumbar interbody fusion (TLIF) procedures. The 

procedures can be performed open, microscopic, closed tubular or endoscopic 

techniques. Fluoroscopic guidance can be used with any of these procedures. 

After the adequate induction of anesthesia, the patient is placed in the prone 

position. A midline incision is made for a PLIF procedure, and one or two parallel 

paramedian incisions or a midline incision is made for the TLIF procedure. For the 

PLIF procedure, a unilateral or bilateral facet sparing hemi-laminotomy is created to 

introduce the posterior lumbar construct into the disc space after a discectomy is 

performed and the space adequately prepared. 

For the TLIF procedure, after unilateral or bilateral dissection and drilling of the 

inferior articulating surface and the medial superior articulating facet the far lateral disc 

space is entered and a circumferential discectomy is performed. The disc space is 

prepared and the endplates exposed. 

The disc height is measured and a posterior lumbar intervertebral cage/BDFT 

screw construct (Figure 4) of the appropriate disc height, width and depth is selected. 

The central cavity is packed with bone fusion material, autologous bone graft, allograft, 
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alone or in combination with any commercially available bone fusion promoting 

product. Then one construct is placed on either right or left sides, or one construct each 

is placed into left and right sides. The constructs are inserted such they are flush or 

countersunk relative to the superior and inferior vertebral bodies. In addition to the 

central cavities that are packed with bone product, the intervertebral space in between 

the constructs can also be packed with bone product for fusion. 

[0098] The BDFT screws are then inserted into internalized rostrally (superiorly) and 

[0099] 

caudally (inferiorly) angled screw guides. A drill with or without a drill guide can be 

used to prepare for screw placement. This is not absolutely necessary. Because the cage 

has internalized screw guides, self-drilling/self-tapping screws of the appropriately 

selected lengths can be directly screwed into the vertebral bodies once placed into the 

internalized drill-guided angled tunnels. The cage's internalized guides, which have 

internalized tunnels, direct the screws into the superior and inferior vertebral bodies in 

the predetermined angle of the internalized tunnels. There is no other angled trajectory 

other than that which is built into the internalized screw guide/tunnel of the cage that the 

screw can be oriented in. Hence, unlike posterior placement of pedicle screws there is 

no absolute need for fluoroscopic or expensive and cumbersome, frameless stereotactic 

CT guidance. 

Once the surgeon is satisfied with the position and placement of the cage, the 

BDFT screws can then be locked in their final positions. Then a screw locking bracket 

is gently placed on top of the cage with the pliers (Fig 5) allowing the bracket hooks to 

snap into the cage inserts. If the surgeon changes his mind intra-operatively, or if in a 

future date the construct needs to be removed, the surgeon presses on the side tabs with 

pliers (Figure 5) to slightly deform ( open) the bracket hooks and can then easily remove 

the locking bracket. The locking bracket has several cycles of use, and thus screws once 

backed out, can be re-screwed and re-locked. Multiple level placements can be 

performed including two, three or more levels if necessary. 

[00100] The surgical placement of the lumbar facet staples via a posterior facet lumbar 

staple gun (Figure 6) is described in the aforementioned related applications. The 

surgical procedure for these staple embodiments with this staple gun embodiment is 

identical to that which has been previously described. The evolutionary advantages of 

these embodiments are explained above. 

[00101] For posterior placement of the cervical facet staples using the cervical facet 

staple gun embodiments (Figures 7- 8), after the adequate induction of anesthesia the 
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patient is flipped prone and his head and neck secured. A single midline or two 

paramedian incisions are made for unilateral or bilateral or multilevel placement of 

cervical staples. Ultimately the facet joint is exposed. Alternatively and preferably this 

can be performed percutaneously under fluoroscopic guidance with IV sedation. The 

cervical staple , two or four pronged is loaded either into the two or four pronged staple 

gun, is placed on the two articulating cervical facets, and then stapled into the joint 

using the staple gun. To achieve modular calibrated fusion, different combinations and 

permutations of cervical facet staples can be inserted ranging from a single unilateral 

two pronged staple providing a high degree of flexibility to a total of four bilaterally 

placed four pronged cervical staples leading to the highest degree of rigidity per cervical 

posterior joint. Additional bone may or may not be placed in the vicinity to facilitate 

permanent and solid fusion. These simplified and economically efficient cervical staple 

guns make this procedure amenable to percutaneous, precise staple placement, as well 

as contoured staple-bone integration. 

[00102] The present inventions may provide effective and safe techniques that overcome 

the problems associated with current transpedicular based cervical, thoracic and lumbar 

fusion technology, as well as anterior cervical, thoracic and lumbar plating technology, 

and for many degenerative stable and unstable spinal diseases. These inventions could 

replace much pedicle screw, and anterior plating based instrumentation in many but not 

all degenerative spine conditions. 

[00103] The speed and simplicity of placement of posterior cervical and lumbar facet 

staples, placement of anterior and posterior lumbar intervertebral cage/BDFT screw 

constructs, and placement of anterior cervical cage/BDFT screw constructs far exceeds 

that of current pedicle screw and anterior spinal plating technology. Furthermore, these 

devices have markedly significantly decreased risk of misguided screw placement and 

hence decreased risk of neurovascular injury, and blood loss. In the cervical and lumbar 

spines, intervertebral cage/BDFT screw constructs and facet staples could be applied 

modularly in different combinations to achieve different degrees of rigidity (flexibility). 

Furthermore, the posterior cervical and lumbar staple technology is amenable to short 

same-day procedures performed under local/IV anesthesia with a rapid recovery time. 

The lumbar and cervical intervertebral cage/BDFT screw constructs all would have 

decreased recovery time, and more rapid return to work time compared to pedicle screw, 

and plating technology. These devices with great probability lead to similar if not equal 

fusion rates, with substantially less morbidity, and hence, overall, make them a major 
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advance in the evolution of spinal instrumented technology leading to advances in the 

compassionate care of the spinal patient. 

[00104] For example, an aspect of the invention is directed to a method of inserting a bi-

directional fixating transvertebral (BDFT) screw/cage apparatus between a first 

vertebral body and a second vertebral body, the method including inserting an 

intervertebral cage into a midline of a disc space between the first vertebral body and 

the second vertebral body until the intervertebral cage is one of flush and countersunk 

relative to the first vertebral body and the second vertebral body, inserting a first screw 

member into a first internal screw guide of the selected intervertebral cage, inserting a 

second screw member into a second internal screw guide of the selected intervertebral 

cage, screwing the first screw member and the second screw member into the first 

vertebral body and the second vertebral body respectively, and locking the first screw 

member and the second screw member in the intervertebral cage using a central screw 

locking lever coupled to the intervertebral cage, wherein the central screw locking lever 

prevents the first screw member and the second screw from pulling-out of the first 

internal screw guide and the second internal screw guide. 

[00105] The central screw locking lever is rotatably coupled to the intervertebral cage, 

and the locking the first screw member and the second screw member in the 

intervertebral cage includes unlocking the first screw member and the second screw 

member, wherein the unlocking includes rotating the central screw locking lever with 

respect to the intervertebral cage from the locked position in which the central screw 

locking lever covers and locks the first screw member and the second screw member in 

the intervertebral cage to the unlocked position in which the first screw member and the 

second screw member are exposed. 

[00106] The central screw locking lever includes a screw locking horizontal bracket, and 

wherein the locking includes press fitting the screw locking horizontal bracket on a top 

of the intervertebral cage such that the screw locking horizontal bracket covers and 

locks the first screw member and the second screw member in the intervertebral cage. 

The method can further include unlocking the first screw member and the second screw 

member, wherein the intervertebral cage includes hook insertion slots, wherein the 

screw locking horizontal bracket includes a cover portion extending in a direction of a 

longitudinal axis of the intervertebral cage and substantially parallel to a top face of the 

intervertebral cage, the cover portion covering and locking the first screw member and 

the second screw member in the intervertebral cage, side tabs on each end of the cover 
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portion, wherein the side tabs extend in a direction perpendicular to the cover portion 

along the sides of the intervertebral cage, and wherein the side tabs include bracket 

hooks extending from the side tabs and lockingly engaging the hook insertion slots of 

the intervertebral cage, and bracket flexion grips for deforming the screw locking 

horizontal bracket, wherein the unlocking includes applying pressure to the bracket 

flexion grips to deform the screw locking horizontal bracket such that the side tabs of 

the screw locking bracket move away from the intervertebral cage and release the 

bracket hooks of the screw locking horizontal bracket from the hook insertion slots of 

the intervertebral cage. 

[00107] While the foregoing disclosure shows illustrative embodiments of the invention, 

it should be noted that various changes and modifications could be made herein without 

departing from the scope of the invention as defined by the appended claims. The 

functions, steps and/or actions of the method claims in accordance with the 

embodiments of the invention described herein need not be performed in any particular 

order. Furthermore, although elements of the invention may be described or claimed in 

the singular, the plural is contemplated unless limitation to the singular is explicitly 

stated. 
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CLAIMS 

WHAT IS CLAIMED IS: 

1. A bi-directional fixating transvertebral (BDFT) screw/cage apparatus, 

compnsmg: 

an intervertebral cage for maintaining disc height, the intervertebral cage 

including a first internal screw guide and a second internal screw guide; 

a first screw member having a tapered end and a threaded body disposed within 

the intervertebral cage; 

a second screw member having a tapered end and a threaded body disposed 

within the intervertebral cage; 

wherein each of the first internal screw guide and the second internal screw 

guide are angled to orient the first screw member and the second screw member bi­

directionally in opposite directions, wherein the first internal screw guide and the 

second internal screw guide are aligned along a longitudinal axis of the intervertebral 

cage; and 

a central screw locking lever coupled to the intervertebral cage, wherein the 

central screw locking lever prevents the first screw member and the second screw 

member from pulling-out of the first internal screw guide and the second internal screw 

guide. 

2. The apparatus according to claim 1, wherein the central screw locking lever is 

rotatably coupled to the intervertebral cage. 

3. The apparatus according to claim 2, wherein the central screw locking lever 

includes: 

a handle portion; and 

a stem portion extending from a lower side of the handle portion, the stem 

portion being substantially perpendicular to the lower side of the handle portion. 

4. The apparatus according to claim 3, wherein the central screw locking lever is 

rotatable about an axis of the stem portion. 
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5. The apparatus according to claim 3, wherein the central screw locking lever is 

rotatable between: 

an unlocked position in which the handle portion is transverse to the longitudinal 

axis of the intervertebral cage, and 

a locked position in which the handle portion extends along the longitudinal axis 

of the intervertebral cage. 

6. The apparatus according to claim 5, 

wherein the first screw member and the second screw member are exposed when 

the handle portion is in the unlocked position, and 

wherein the handle portion of the central screw locking lever covers and locks 

the first screw member and the second screw member in the intervertebral cage when 

the handle portion is in the locked position. 

7. The apparatus according to claim 2, wherein the central screw locking lever is a 

T-shaped screw locking lever. 

8. The apparatus according to claim 2, wherein a top face of the intervertebral cage 

includes an opening for engaging the central screw locking member. 

9. The apparatus according to claim 8, wherein the opening is formed between the 

first internal screw guide and the second internal screw guide 

10. The apparatus according to claim 8, wherein the central screw locking lever 

includes a first threaded portion and the opening includes a corresponding second 

threaded portion, and 

wherein the central screw locking lever is threaded into the opening of the 

intervertebral cage by engaging the first threaded portion of the central screw locking 

lever with the second threaded portion of the opening. 

11. The apparatus according to claim 9, wherein the central screw locking lever is 

press-fit into the opening of the intervertebral cage. 
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12. The apparatus according to claim 1, wherein the central screw locking lever 

includes a screw locking horizontal bracket. 

13. The apparatus according to claim 12, wherein the screw locking horizontal 

bracket is press fit on a top of the intervertebral cage and covers and locks the first 

screw member and the second screw member in the intervertebral cage. 

14. The apparatus according to claim 12, wherein the screw locking horizontal 

bracket includes: 

a cover portion extending in a direction of the longitudinal axis of the 

intervertebral cage and substantially parallel to a top face of the intervertebral cage, the 

cover portion covering and locking the first screw member and the second screw 

member in the intervertebral cage; and 

side tabs on each end of the cover portion, 

wherein the side tabs extend in a direction perpendicular to the cover portion 

along the sides of the intervertebral cage. 

15. The apparatus according to claim 14, wherein the side tabs include bracket 

hooks extending from the side tabs toward the sides of the intervertebral cage and in a 

direction of the longitudinal axis of the intervertebral cage. 

16. The apparatus according to claim 12, wherein the intervertebral cage includes 

one or more slots for lockingly engaging a part of the screw locking horizontal bracket. 

17. The apparatus according to claim 15, wherein the sides of the intervertebral cage 

include hook insertion slots, and 

wherein the bracket hooks engage the hook insertion slots. 

18. The apparatus according to claim 17, wherein the bracket hooks lockingly 

engage the hook insertion slots. 

19. The apparatus according to claim 14, wherein the side tabs of the screw locking 

horizontal bracket include bracket flexion grips. 
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20. The apparatus according to claim 12, wherein the screw locking horizontal 

bracket is deformable. 
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ABSTRACT 

A bi-directional fixating transvertebral (BDFT) screw/cage apparatus including 

an intervertebral cage for maintaining disc height, and a method of inserting the same is 

provided. The intervertebral cage includes a first internal screw guide and a second 

internal screw guide, a first screw member and a second screw member, and a central 

screw locking lever coupled to the intervertebral cage, wherein the central screw locking 

lever prevents the first screw member and the second screw from pulling-out of the first 

internal screw guide and the second internal screw guide. The central screw locking 

lever includes a rotatable handle and stem portion, or a screw locking horizontal 

bracket. A pliers device for inserting and removing the bi-directional fixating 

transvertebral (BDFT) screw/cage apparatus, a posterior cervical and lumbar facet joint 

staple, and a staple gun for a posterior cervical and lumbar facet joint staple also are 

provided. 

61730626.doc 
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Stuart A Nelson Number 63,947 

Title (if Applicant is a 
juristic entity) 

Applicant Name (if Applicant is a juristic entity) 
I 

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4(d) for signature requirements and certifications. If 
more than one applicant, use multiple forms. 

□ *Total of forms are submitted. 

61730644.doc 
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POWER OF ATTORNEY BY APPLICANT 

! t,,,irnby revoke ii!!! previous po,ver~; of attorney givt~n in lrie application k1er:tifa,d ir: f,,_Htft ti',fa ,:llt)Cht~d lrnnsmltt,,! l0tter or 
lile boxBs b~:!01,v. 

! App!icatkm Number i FWr.g Date ! 
1. ................................. --................................................................... r ............................................................ 1 

{Not~: Th~= box~·:3 abGv~ n1~v bt:: :0.ft bJ~~ni~ J inforrn$V•:>:: is or(,r•._tid€sd <.1n th<:: 1ransfr.:U::3_:.} . . - . . I 
i hi~:·.:;~by appoint tho ~:;a~ent f.)tactltivner{s) as~~>:xiatt:~j vvi!h lh{3 foHo .... v:r\1 Cust~')rn~~r Nu:-nber a~< tnylour :~ttorney{s) or a:;g~n!{s~. ~~nd i 
to imm:act ,~H b1Jslnes:, ,n the vn,!~ci Stat0s Pai,~nt and Trnd~;n-,-ark Gfiice ,x,nnected thernwrth for tr;,~ appHcdion mferenn~~ in ~ 
tha att:lched tr~nsrnilta} li}itt~r, '-'.\1hich tnB\' be ~~n appHcat:on fl!~d B:ft~!' the ~}at~~ of thi~~ po\ ... .ler ef sttornf:Y~ or id~ntif:so abov~1: ~ 

OR 

r .. ~ 
L .. J : h':.':r0by appc~nt F~tactit~oner{s} n;:uned fn tht: aH11chec! Hsi ~it; rny/oth" aEorn~~y\s) o:- ;:~gent(s}. and to ttansaGl ~:ll but3ln(~:ss in th6 

t}niti2~d Statt~:s Po.tent anc! Trad~rnark 0-ffiG<:~ fX)fn1ncted ih~~f{>V•.:ltM tbr th.s pat.snt ap:.::::c<~t:on f<:1f~~f\!~nc-:::~j in th0 ~3tt~3ch,~d tr~~n~3rnittai 
l(3tlsr: \:Vh:ch rnav be an app::cat:on fih~d aftf:: the datZ: of t}1is PO\.'ier of <~ttorn~~y. o:: ~d~:~nt:f~ed ~::.t~ove .. 

i-------"'"'----------.,;,.;-------....;.--....;.-....;.....;.~;.;..,----------------------------------"--
PhN~$0 rncogrsbw or change the correspomkm,~~ ;:idctrnss for th~ application identltfod ks th(s attadl(?d trnrnsmi-Uai 
!etfar to: 

[J T:':f~ address associated '.:V!th th~1 abav·e-rn~~n!ion<:~d Custorr::~r Nu:nt>0r 

OR 

OR 
nm1or 

...... t:1dh..-iduat .N«IT!B._._.,.,.,_._,., .. .,., .......... .................................................................................................................................... -...................... -................................................................. n ................................................................................ - •••• 

+- ' _____ .................................... .. 

.. ~:::;~,;;,. .. ······························) ······•···········------~ ....................................................... i -· St;.-::te ................. l .... ••·······'"·····---.,., .. .,., __ .,.,.................... ~ 2.:)fJ- .1 ............................................ . 
T ~\h~,;phcr~~ f ~ E~n~~H 1 ............................................................... . 

1_. mn h0 .Applicant (if n~<~Applk<:mt is. a J,:r!sfa~. entity .. : i$(. th0 Appiicanl rnmw _in th<,. box}: ............................................................................................... , 

l .... ~:1.~?:~~9.\~'.iJr.f ~~f)J!.!.:t ... h.h.Q ............. ---···--· ............................................................................................. --·-•--................................................................. .J 
i.--···1 "- !rw0,1tor er ,Joint hwi~r,lor (title not required b<.:,:vW) 

n , ..... { 

P<:H~on \Vtlo ()fhen,v}se Sho\~/s Sutt1cient F'tOpfietHlY h-:t~H"Hst (H.g.~ a pE":tWo;: und~"?.: 31 (..~FFf ·1 .46(b){2} ,:.;;;)$ ~?·Hn~:~j ~:·1 H~e 
app!b:l!ion or ls con::::urrnnt!y being fi!e-::! wi!h this dcc,,mHnti ,provi,;0 r,iqnt~r's !We if app\1~ant ls a iurist,c enti!v} 
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~'f{)/i},j1{\J(J·: {0~,·).':i~ 
Appr(>,•~x~ ~\">:" U~:-~ t:'ii')'.:~h (~1/2.··1i20·iJ. 0MB 06~-l~-t)-t}J.2 

U.S. P~tBnt *nr: ':':·.:3(.:,3,~\;3.-:,.;. C)f':-)::.:=:. U.S. DEPt-.ff:':\/5:~::'JT OF CQM~,...1;:.:RCt 
Ur:tJi::~ m<:: Pap~rvv:::-r~: l~ed~}Ciicn }\ct of : ~~95, r:1) ::"~: s,:::-,::- _:3, ~ f$:f;-:.: :ff:f! ·:y.- :"f~1;>;r.d i}) .:3 c~;~:f:f.tio:1 ot i:1to:·rf:<~Hon tff:iess ~~ d;S:µ~~:i'S ~-= -...-:~~:t; CME! :...~o:-,~:\-:i n:..m:b~f. 

...... :,--:,-,;,,:,- «W:W:"'"""" .,, 

( DE CLARA T!ON (37 CFR 1,63) FOR UT!UTY OR DESIGN APPUCA TiON USING AN ~ 
\_____ APPUCAT!ON DATA SHEET {37 C~~~} } 

TiH~ of 
Invention 

! flf:tBby acknovvied~F~ th~~t i~ny ¥vi:tfu: fadsi~ stHt~~rn~~nt rnade in th~s d~~ciar~t~cn is punish~lbis ~-Hider 18 LLS.(:_ 1001 
t)y nne or irnprisonrne::t of not rr~ore than five \!j) ye.:~ts= or both, 

Pet!tk1nerh~ppllcar:t ~s CfHJtioned tc~ avoid subrn~tt!n~~ persona; fnfor:n~~ticn ~n doc.~rnE~nts ·Wi~d .:n :a p{~tent apptk:..:1.tion that rnay 
contribute to identity theft P~,rsonai !nfom1c1tion such ◊s S(H~:a! S(~cwity numbers, b.:,nk ,:icwunt titlrnbers, or credit csrd numbHs 
(other than a (.:h~:ci-:. or <::rE:tiii Gard authcd~~;:ihon k~rrn F>TC>--2038 sunr::~tted for payrn$·t"it purpose~.) is never n~q~ .. :~r~~d by th~ USPT{) 
io suppo,-t ,. pehfon or ,::n apphc:.'3tion. if this type of persona! information is induded in documents subrnitbd to h~~ usvro, 
pd!lion(~rs!apphcants should consider redacting such persona! information frorn the dc.,cl.nnenls beforn st.ihrnittinfi thi:m1 to the 
USPTO, Petitbne:/app!icant Is advi:,ed that Hie re,-::.ord of.~ pd<i;nt ,~pp!i,~,.,Hon is av~,i!ab,e to the public after pubiication of the 
appHcation (t.H1iess c1 nGn-.·publiz:ation n~qt~t~st in cornpi~<~r':{:$ \:vHh 3? {~P.l\ ·1.21 :~(a) ~s- n1ade in the ap»Eca·Hon) or issuan(.~~ 01-= a 
p;;it;~nt Furthermorn. th,~ n;;ix;rd from an abandon;,,d application may ,;,;:sc be available to the pubiic ·if th0 aµplic.ation is. 
referent:$d in a pubHshed application t)r an Issued patent {Sei~ 3·7 CFR 1, ·;4), (:tH~c~~$ and c.n~dft Gi:H'd authnd;~~i}kH~ f:a;11~, 
PT() ... 2038 subrnitted for ::::(ayn-H~nt purposl~S are not ret~~:n~~d in th~~ appHc~~bon r::e ;.~nd therefore are net pubHc!y available. 

I 
I 

I ~ot~: r-'\n ~pp::~.~t:cr., :::at« sh<::~;t \ ~.!C;/S~-:./ 14 ?: eq_~?~·-ah~nt.L. ff:Gfud_~:1g !1~~~r::ng ih~ ~ntire fr:vent~ve er:gty: :·nt:st accornpany t:-~~$ fo:-rr: or rnus.t :1av(: 
r>tfen p:-e,.nous:) ... --M~tt U~:e an :3d(JHB)n<3l PTO.:r>tif:v~.J1 fon-r: lo: e,~cn ~GKht:on~i :r:~.,.sntor. 

L««..-« 
-r:-::s :.,:;o:h:1::tiz.-:n ,-:f :nk-:r:·n~t:f.,:-: :s :'f:,1~!:rt:c! :';;'° 35 U.S. C. i i 6 .:7::·~:·1 37' CF R 1 .63. T:~f:: :::ft--:,:rn3ti~>:1 :~ ff::q:i:r•:::•3 m ,:.-:t-:t;3in •:::r :·::::t~~:1 & t:-er:f:Ht by the p:1blic ,.:.•~;~ci-: is ~:...: ~;;~ {:1:Ki 
t>{ m:·:: USPTO t:.: Pf~1r . .f:t:s.} ::~r: (':r:,r:,iic:..:::tict~ Z>3nf;,~J€:::~::~lit;_.- i:; ~;:::·.,;"€~:n<::d by ~~5 U . .S.C. ·t~2 :~nd :;.·, r CfH ·: :: ·: ~y;~; ·L 1-·1 lhi·i ,.:~)lli.•<:tk~n i::- {::?~Hm~1t::id ~:; ~ai•:::1 ·: mi:1:1~~3 t:; 
;.-::_):1:~:,}et,::::: :r:c~:J,'3;r;-::: '.J:..~;:v:::1in9. prep~:·g~q, af;~; tut:rrnu:::g t:·~i~ (_.o:-:·ip:et€x.~ ~:.-pn,~:k~•~ :;):'n-: t,-: ti:e us:.--ro Ti:~1:2: w>:~ \l:~:y d~p~:n...--un~) t!rH.:r: thf: in:..iividu;3~ :·~'!t:f:. l•.J~V 
c• .. -:n~ments • .. -:n the Bff:ot:ntof-t:r::f: y:...:t: r~q!.i~:·f:-: y_: ;_::·xr:p~~tn n•~~ fo-:-:n i3r.}J/-:)r $i_:990srJt;r.:·~ fr:,: r0d~K::n9 f.b:; r.-u:\)>~~- :;~~\).:.:~db~~ :·;:·3:1i t:·; me c:::i:--:f :r:ff~::r::3t~~.-:n Gff:::-.tx. : .. .:.~t 
P<1tf:r:t f:f:{.~ T:.:3d<:"::~1~:-k ()tfa}"3, U.S Gf:pa:h~~<:::~t of" C.:·;mm<::rC<:"':_ P.O. B-:)>: ·t.:;~;:.)_ _;:-._:exBndr!s; ".//"-., 2:2'~\ i~~-i:451'.}:·-DD N()T SEND Ft:.::.:s OR COMPl.ETft) fOf?MS TO 
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FTC).:: . .:-J,.\/G ~ H:~~ i :.:) 
».pp:-:-.\"t:d :\1r u~;_"(" :_~:,;_,:_:"£::t: c ·:.:3 i :'2£: 'l.-/4. ():"v~::, Of.~. -~.:)0:?-2 

U.S. P?i:t~x!t ~nd Tr&d{;::-:--:;.~rk {)-;t!:_;t:; U.~: DE"f-:ART:'-.•it~Nr OF GC:f',M,;1EFC:r 
:..,!:-:d~:r th~: Papt::-rtl•:~r:-: ;=..;_,e.:,,tt.:Cti~)r: .•\,:,-:t )-:,f ·: 9~35, n◊ perscr:~ :"-!:"-:::. :-<::·~i.3:lrf:-t~ tr~ rt:s.p:_'1:'X.i k; ;) :·..:c,!:<::<.:tir:n ;.}i i::f<;;-:::;.:,:_fr>:"i ::::h::::::::- f!" t~i::::~:{:,y$ a -..,:;)::d Ot•,M':< ;.-:cf;tf.-.:~ :-i::mb~:r. 

·-························-- ...... -- _____ x,,:,,,.......:,,,...,-..,""' ........ -.:-. ... , ···-···----------------------------------------------------------····· ············· ...... ·····-·······-·········-·· . . . ....... --~ 
DECLARATION (37 CFR i ,63} FOR UT!UTY OR DESIGN APPUCAT!ON USING AN 

APPL!CATfON DATA SHEET {37 CFR 1,76) 

Tit!eof 
!nv*ntk>n 

This tieciaratbr: 
is d\r.i,::t$d !0: 

04/21 /20 ·14 
fj :~:-:-t.i ()t~ ·····································----···· ...... .., ........ .., .. ..,.., .. ..,.., .... -----

, hr--.,r-,t,v acknn,',<''B<"'ZJ"'· t,-:;::t ;::,-.y w"''Lll ial~A sta•""i'",.,,...,t 'rl>:ide ,,, !:'·-= ''$''h:lmt,,v, is ounis:-,:>>)l"- , ,r,,'~"· 18 l! ~ ,, -, DO'\ b~: t1r~·e -◊r :;p;is·{.;:~;;;nt ·(;f r~-~l{· nit~·;~~ th;3n J1vt~ {5) ·y;:·<~-r~;,· o~· b~·th: ...... ~ · -~- --~· · · .... ,. · ... ·· · ~ .. · · -,~ ,.,. 

WARNlNG: 
r~etWonerh~pp-::cant is C--:"?.Ut~oned to avolt! St:t):r~itHnG p~~rsonat ~nfD:-n1at:on in dccun·H~:··:ts nif~d in ~:( p~Hf~nt appHe~:Hon th.:~t r:-:~ry 
C~)n~ribut~3 tD kh-:~nt:ty theft. P€~rson::d inforn::::Hon su<::h ~s soGial ~,~:cudty nurnber~,. bE:nk account nurnb0.:s: or credit card fHJrnbers 
(otht::· th::1n H t:h~:::-.k or cr~dlt c~rd authori<":atior-: fonYl f-'T(t .. 203◊ subrn~ttt~ct for payrr:~nt putp:)ses; :-::, t:€V~r :·equ::-s::d by tne USPT{) 
to sut~p-o:t $ petHion or an ~~ppnc~Uvn. if th:s type of p€r~,onH} :n!◊rn-I<?.tion !s :nGh}d:~d ::": doc:.nn~~nts ~:ubinit~:~d tc th.::~ USPT() .. 
petH~onersh~pp1k~-t~n1~ ~:hou:d con~~i(i<:H" o~dachnn sucti pen;on~~l infonnF.tUon frorn th~: :jGcu:nentt, t:,efor~3 subn~~tt~ng tfH~n: to the 
USPTO. [J(:\l\:(m(:r/Hppfo~ant IG m.."\vi&0d that tn0 r0cord cf a ;::,atH,t appt:cat,or: is <\\'a:!,,t:,:t~ to th:,, pubt:c aft~:- public.e?.tion of the 
~ppHc..~tion {unl~ss a nc:n---pubUcatiort r€qu~,st in con~:pE:::;nc<:f V'./ith 37 f:F-·R --L2·:J(<~) ~~ n-:~~t:~<=~ in ih~~ appHc::i!~on) or issu:~n(:€: of:~ 
p$t~r:t Furth€.:Ynor~1 the- r~co:s1 fro~rt ~~n ~~b~~ndon~~d application n·:ay ~3:s.o be av~~ilabie to th~: public if the appH<::at~on ls 
r<:~f}:~f~S'n}~i=~d :n ;:~ pub::sJH~d ~~P~~ncaUon or- an isstw~d patent (s~30, 37 (::FR ·: .14), (~hecks <-~nd crBdlt 0ard awt:---:::t~atl•)n fon·ns 
PT0--203.8 sut.~:nitted for ~yn:-snt purpos%s ar~ not n~tajrted in th$ ~ppHc-.:~tion file <~nt! tht?r::~for<:; :?.;E~~ no! pubHc:y ~?.vaHabi-::~. 

Notf:: /\r: appi:<~ation d~:i:tr: $:'~>~t {P rOlSB!·;~i or ~q~JiV<~i{~nt), lnd: .. :c:n~1 n-2:rnl:-;9 iht: entirt~ inv;:;:ntv{~ ent:1y, n1i..:st <iccon:pany 1.h}s f(;n:·1 c:t r:-t:.~~:: htv{: 
:1'.·~0r: p:0v~◊ti$:!y t1tt:d. u~~'~ Bn ¢:jct~·U(;n~~ PTt)/.:\:i.VU·: f:.::r:-n frx e:..:'tch <HjdHiona! fr:•l~Jntc•r _ '---------------------».-... .... -...-.:-.-.:-.-...-.:=------------------------------------------' Th::~ ~::.1:i~•~t:.1:~ ◊f fri:f·.:•:":"ntf~;.)::) i::; !(::q~;;ff:::·J l)y ~~s u. "::: C. ii:) .::r:d ~ ;'° CFl:~ ~ .Ei~{ n1~ :;;{GH~;;jfior: i::- H~-q,;if~jfJ t:"} :):)tain :..v· r~=t~;iri ;j ~;•:-r:~5m b-y th-s p:_;~~ii-c -..vhi-c~1 it- t◊ f:;;.: (:.•i"!•':; 

t:y th~ U!:-iP"t(: tr~ p:i:t~:-:t$:} $!:: ~;pp~:~~t:,:n. C0n~i-de::ti::~;~ty k~ ~}:•\'t1:·ne:.i b;1 s~. :J .t~.<.:. ·; 22 ::~n•::: 3'? (:FF ·! .-~ i &i1d 1. 1,/4. Th:-:; ::~-:-}:{2:c!::.:•n is <:::~tirna~:.xi tc t;::~-~~ ·: mi:~:_:t{.;: ~,:; 
,::.:.-:,rnp,:{2:t•~. :r1tk-:d:~~g g&t:)0-rlr:g, p~ep;,~ring. :Si"5~t :7;uixnittin:;s n~:;. ~~:_'nnp-:f::?(::d S"!C~'>:-.-tk:;)ti-::r: k:r:-:: tt": ~h:_1 U3PYO. Yi:::f:: wli~ ,,~:.:'/ ..i~p~n:dir:~~ Uf>:Xi ·:·::t-: ind:,,h.iu~: -.:1,~~=- /Af>::';' 

~::..1:tl:'l-1<:-':>~¼,.~\:: th::~ &mc-i..:r:u·) ~!rrn~ yo:.: :;:1q:uir-:: :.v c:">::"~f>!t>~l~ th:i::s':':):-rn ~:i-(!/-:-:r su~,s~;,,.-:stb::s ~·,1~ t·~xh.u,;mg th:s t1:.:r~j,s~:. ~hn:sid b~ ~~:-:r:t t:-;. th~ c~1:i::nnt◊:"ff1&t:cn Oft1:.-:er. U.S 
:~»rSjf~t ~"}:':d Yr&c!~-:m~tk Ottk":~, U.3, (!~f>S::im~:1t ◊f Ct:~'?)ff:e-f\-:.~. P.(}. i3>):( ·14-~D: .,~k~x::a;:;,::::;;:::, \//.;, :t.:ts·;s. ·:.::,ti◊. DC: i-..;(}T ~~E:'-·J:) FEf~~ OR COMP~.t::E'D FORMS TO 

HHS ,\Dl)R!:oS$, sia--iD TO: CmnrniS$10fl-!lrfor P;it$:!lts, P.O. B◊K i450, A!$xai1<1da, VA USH-i450. 
if y;_):J n\~'5d ,:;:,-;..,..::;i.'$f,:;r.c:-:.:,~ in ,:":f;n-;pf-eting if"i•:- f:).:-m. ,::~'}:'i ·: -BO(}. ;;.,yo.:] ·!9~ -:~tid s-:a-J::-,.cf ,;,!)tio.n 2. 
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~:,·: (5:'l'-J.;'.:.,./;)·l ((}:~. ·: :2-) 
App:-o~:(:~d f'..::· w:-:·: 11:ff)~;{Jh t: ;<:·; ::~:)·}4. ,::-MB t:•b6·~-<:<:<:~· 

U ~- P';;~t~;:~t ;_~nd T;-::..c.k:r;:;H:-· Offic•::: U.~3. lJF~:-:~J~T;• . .t::~t•ti' ~)F G(:r-..-~ME:::cE 
Un•:~:-:::- ~:·~~·: f);Jf>~::-... ... ;.;:'k ~~:-=:-:i~1~-.:tkr~1 _.-~ct (:f t.::--.'.--. u: ,J::,x-.·n:s .,,, .. ,>.,•. ::i-:'I ~-:, : ::- s~"'..._.n .. .' .. ,,.: :-J- '. ,.-.,:....-."' • ...... n ..... · .. ,1· ·, ... ,::,r,,,"\:~ ~::~ ··.:>.;-~.- .. J·:.::! \> .• · ~! ''c" ·· .. , ··· ~ ... , : .... ;,:t,ct ". ·. •:'-•i-.-1 

/''"' ~');..:"' ! .!', 1':'3 .", ·y1,~~1 ;,y7 f'<:t.:~ .... -~-~\ t-::nt:~ I S'n§ !~"V <''«0 nr:;;.s:!(:~R! , ... poi !(' f, '"'i'!r),&) l' 'SjScls"- 4 &l "'\ { s.." .. r:.;.~-.-.~ ..... ,)""-\~'\..t~ ~t.....S>~ \, .. ~ ¾._..f··r'\. ~ ,~(wf ~ wr~ t.i ~ ~w.-~ ~ ~ \.,,:-~-..... .:.. .. ~~ ............ =-~~~ r'i .. ~ ~<,~r\ ~"--i ~)'.: ,1-.... ~~~~;;, .t~ -. 

! ,,\p·t')l. If",\ :,"l','')Rl t' ,., "''A tt" t~~l..~''t' l""'t {'"':~'S -1 "i',\~, ! ~ ;;,~ f x~, ..... .,.,.."'~-"'.;;,~~ t ... ~)' ... ,s" .;,,-=s,:o .. ,~~ ..... ~ \--'~ vrr). -. .. i~~, ; 
~--~--T--------~:::---~-:--:~-. ---:--:~-:-----::----::--~--o ~-------:=:----~:~~--~~--:~-------------:~------~-""--""'----------------:-f~1 
t Titl~ of I Bl••D!REt., 1 !ONhL F iXATh',h:)!L0CK!Nb T t-<..ANS v Ek. l EBFV\L BOO\ \ 
l Invention SCHEVV/!NTERVEHTEBRAL CAGE STAND-I\LONE CONSTHUCTS H,A._\i!NG l\ ! 
~ ~ ....... ~ .... NTR!\ ~ ...... CR''E"\.~) L•J'"K'!NG ' E\''WR 'NO f:)~ ~F:RS ANr) [)E"'\/j('~:::s r-"'r\P SPP\J J\ l ! l I(,_,.;:: ; l''U .. 0 ,j<J '-- L , :i L. ,: 'C < A . f 1--1 :: ' ' ! .. • . Ii _,;:::, ;--,,_.,,, ,. ,! "A ' ! 
\-----------"---......... , ....... :,,..,-.:,.:,,.-.:,.,_,..""""'-........ ................................................................................................... ,.,.... ...... " .................... _,...,""" ...................................................................................................... , .. ,, .............. -.:-.x"''"'"'"' ..................................................... __ ,,. ... ......,,..........._ ..... , ............... , ................... ,, .......... "'"' ....................... i 
~ ~ 

l P..._.:::. H-,,:~ t\~~kwv nar·;.:::-.(~ jrr,;.:::,..-:~('•" [:~~:\~bi dec:~ff~: i:l':~3t i '1 .• >;I •• ,,;;, • ..__. • I • •' ,. •• • ' '-•'' ,, ... , ' ~ 

T. :;.;) ";~:., .. -=~~·-=:;i\), 1 .......... "i ~ 
~ L~ .... ..J T•,~-.. --•L--( ... ~ .... ~--d ·-}r·~...,hc c-;:;(;f'. •"r i 
~ i~s diH~ct~~d tc:: \ 

* 

W~•·i ;V' 04i2·1/2()•1-4. 
'"'--""~ .... ~ .~ .......... ,. .... ,. ..................................... " ............................................ ~ ..... -. .... ,. ............. ' 

~ rv,~:;~t?y Hd-.:no-..,vt~;dge th~1t any '.-·vinful ff:1~;,:: ~3i:t~!f:rnent rr:~Hj~~ fr~ thi~; deG!:::r;:fk·:n 
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PRELIMINARY AMENDMENT 

Prior to examination, please amend the application as indicated on the following pages. 
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Amendments to the Claims: 

This listing of claims replaces all prior versions and listings of claims in the application: 

Listing of Claims: 

1-20 (Cancelled) 

21. (New) A intervertebral combination internal screw guide and fixation apparatus 

configured to be inserted into a disc space between a first vertebral body and a second 

vertebral body and to provide fusion of the first vertebral body to the second vertebral body 

via biological bone fusion and screw fusion, the apparatus comprising: 

an intervertebral cage including: 

a top wall, a bottom wall, and sidewalls defining a fusion material space 

capable of receiving bone filling for the biological bone fusion; 

an internal screw guide having a screw entrance portion and an internal 

bore portion, wherein the screw entrance portion is larger than and coaxial with 

the internal bore and is formed at least partially in a top surface of the top wall as 

viewed from a top of the intervertebral cage, wherein the internal bore portion has 

an entry opening formed only in a top surface of the top wall as viewed from the 

top of the intervertebral cage and has an exit opening formed at least partially in 

a bottom surface of the top wall and at least partially in a side surface of the top 

wall; 

a second internal screw guide having a second screw entrance portion and 

a second internal bore portion, wherein the second screw entrance portion is 

larger than and coaxial with the second internal bore and is formed at least 

partially in the top surface of the top wall as viewed from the top, wherein the 

second internal bore portion has a second entry opening formed only in the top 

surface of the top wall as viewed from the top of the intervertebral cage and has a 
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second exit opening formed at least partially in the bottom surface of the top 

wall and at least partially in a second side surface of the top wall, and wherein 

the internal screw guide and the second internal screw guide are angled to orient a 

first screw member and a second member bi-directionally in opposite directions; 

a first slot on a first outer side of a first sidewall of the sidewalls; 

a second slot on a second outer side of a second sidewall of the sidewalls, 

wherein the second slot is positioned opposite of the first slot; 

wherein the first slot is positioned along a first centerline axis that bisects 

the first sidewall and is positioned nearer a top of the intervertebral cage than a 

bottom of the intervertebral cage, 

wherein the second slot is positioned along a second centerline axis that 

bisects the second sidewall and is positioned nearer the top of the intervertebral 

cage than the bottom of the intervertebral cage, 

wherein the side surface and the second side surface of the top wall are 

patterned with a plurality of surface features to create rough side surfaces, 

wherein at least some of the plurality of surface features are positioned on the side 

surface between the top wall and the exit opening, and 

wherein the top wall, the bottom wall, and the sidewalls are integrally 

formed and the fusion material space for receiving bone graft material extends 

continuously from an inner surface of the top wall to an inner surface of the 

bottom wall; 

a first screw having a first screw head and a first screw shaft having a first screw 

threaded portion, wherein the screw entrance portion of the internal screw guide is sized 

large enough to receive at least part of the first screw head and wherein the internal bore 

portion of the internal screw guide is sized with a smaller diameter than the screw 

entrance portion and is sized to receive the first screw shaft of the first screw; 

a second screw having a seconds screw head and a seconds screw threaded 

portion, wherein the second screw entrance portion of the second internal screw guide is 

sized large enough to receive at least part of the second screw head and wherein the 

second internal bore portion of the second internal screw guide is sized with a smaller 
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diameter than the second screw entrance portion and is sized to receive the second screw 

shaft of the second screw; and 

a screw locking bracket having a first end portion sized and positioned to be 

inserted into the first slot, a second end portion sized and positioned to be inserted into 

the second slot and a central portion extending between the first end portion and the 

second end portion, wherein when the screw locking bracket is connected to the 

intervertebral cage with the first end portion in the first slot and the second end portion in 

the second slot, the central portion partially blocks the screw entrance portion and the 

second screw entrance portion so as to retain the first and second screws in the internal 

screw guide and the second internal screw guide while leaving at least a portion of each 

of the first and second screw heads at least partially visible through gaps between the 

screw locking bracket and the intervertebral cage. 

22. (New) The apparatus of claim 21, wherein the screw locking bracket abuts both the first and 

second screw heads when the screw locking bracket is connect to the intervertebral cage. 

23. (New) The apparatus of claim 21, wherein the screw locking bracket is at least partially U­

shaped such that the first and second end portions wrap at least partially around the first second 

sidewalls. 

24. (New) The apparatus of claim 21, wherein the plurality of surface features on the side surface 

and the second side surface are patterned all the way next to the top surface of the top wall so as 

to be adjacent the top surface of the top wall. 

25. (New) The apparatus of claim 21, and further comprising means for fusing superior and 

inferior vertebral bodies in conjunction with the intervertebral cage. 
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26. (New) The apparatus of claim 21, wherein the intervertebral cage is sized and configured for 

use in a patient's lumbar spine, the apparatus further comprising means for fusing superior and 

inferior lumbar vertebral bodies in conjunction with the intervertebral cage. 

27. (New) The apparatus of claim 21, wherein at least some of the plurality of surface features 

are positioned on the second side surface between the top wall and the second exit opening. 

28. (New) The apparatus of claim 21, wherein the screw locking bracket comprises a first hook 

at the first end portion that curves inward to engage the first slot and a second hook at the second 

end portion that curves inward to engage the second slot. 

29. (New) The apparatus of claim 21, wherein the screw locking bracket comprises means to 

slightly open the screw locking bracket. 

30. (New) The apparatus of claim 21, wherein the screw locking bracket is configured to be press 

fit to the intervertebral cage. 

31. (New) A intervertebral combination internal screw guide and fixation apparatus 

configured to be inserted into a disc space between a first vertebral body and a second 

vertebral body and to provide fusion of the first vertebral body to the second vertebral body 

via biological bone fusion and screw fusion, the apparatus comprising: 

an intervertebral cage including: 

a top wall, a bottom wall, and first and second sidewalls defining a 

fusion material space capable of receiving bone filling for the biological bone 

fusion; 

an internal screw guide having a screw entrance portion and an internal 

bore portion, wherein the screw entrance portion is larger than and coaxial with 

the internal bore and is formed at least partially in a top surface of the top wall as 

viewed from a top of the intervertebral cage, wherein the internal bore portion has 

an entry opening formed only in a top surface of the top wall as viewed from the 
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top of the intervertebral cage and has an exit opening formed at least partially in a 

bottom surface of the top wall and at least partially in a side surface of the top 

wall; 

a second internal screw guide having a second screw entrance portion and 

a second internal bore portion, wherein the second screw entrance portion is 

larger than and coaxial with the second internal bore and is formed at least 

partially in the top surface of the top wall as viewed from the top, wherein the 

second internal bore portion has a second entry opening formed only in the top 

surface of the top wall as viewed from the top of the intervertebral cage and has a 

second exit opening formed at least partially in the bottom surface of the top wall 

and at least partially in a second side surface of the top wall, and wherein the 

internal screw guide and the second internal screw guide are angled to orient a 

first screw member and a second member bi-directionally in opposite directions; 

a first slot extending at least partially into the first sidewall; 

a second slot extending at least partially into the second sidewall, wherein 

the second slot is positioned opposite of the first slot; 

wherein the first slot is positioned along a first centerline axis that bisects 

the first sidewall and is positioned nearer a top of the intervertebral cage than a 

bottom of the intervertebral cage, 

wherein the second slot is positioned along a second centerline axis that 

bisects the second sidewall and is positioned nearer the top of the intervertebral 

cage than the bottom of the intervertebral cage, 

wherein the side surface and the second side surface of the top wall are 

patterned with a plurality of surface features to create rough side surfaces, 

wherein at least some of the plurality of surface features are positioned on the side 

surface between the top wall and the exit opening, and 

wherein the top wall, the bottom wall, and the sidewalls are integrally 

formed; 

a first screw having a first screw head and a first screw shaft having a first screw 

threaded portion, wherein the screw entrance portion of the internal screw guide is sized 
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large enough to receive at least part of the first screw head and wherein the internal bore 

portion of the internal screw guide is sized with a smaller diameter than the screw 

entrance portion and is sized to receive the first screw shaft of the first screw; 

a second screw having a seconds screw head and a seconds screw threaded 

portion, wherein the second screw entrance portion of the second internal screw guide is 

sized large enough to receive at least part of the second screw head and wherein the 

second internal bore portion of the second internal screw guide is sized with a smaller 

diameter than the second screw entrance portion and is sized to receive the second screw 

shaft of the second screw; and 

a screw locking bracket having a first end portion sized and positioned to be 

inserted into the first slot, a second end portion sized and positioned to be inserted into 

the second slot and a central portion extending between the first end portion and the 

second end portion, wherein when the screw locking bracket is connected to the 

intervertebral cage with the first end portion in the first slot and the second end portion in 

the second slot, the central portion partially blocks the screw entrance portion and the 

second screw entrance portion so as to retain the first and second screws in the internal 

screw guide and the second internal screw guide while leaving at least a portion of each 

of the first and second screw heads at least partially exposed via gaps between the screw 

locking bracket and the intervertebral cage, and wherein the screw locking bracket has a 

curvature such that first and second distal ends of the first and second end portions are 

positioned downward with respect to the central portion when the screw locking bracket 

is connected to the intervertebral cage. 

32. (New) The apparatus of claim 21, wherein the plurality of surface features on the side surface 

and the second side surface are patterned at locations next to the top surface. 

33. (New) The apparatus of claim 31, and further comprising means for fusing superior and 

inferior vertebral bodies in conjunction with the intervertebral cage. 
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34. (New) The apparatus of claim 31, wherein the intervertebral cage is sized and configured for 

use in a patient's lumbar spine, the apparatus further comprising means for fusing superior and 

inferior lumbar vertebral bodies in conjunction with the intervertebral cage. 

35. (New) The apparatus of claim 31, wherein at least some of the plurality of surface features 

are positioned on the second side surface between the top wall and the second exit opening. 

36. (New) The apparatus of claim 31, wherein the screw locking bracket comprises means to 

slightly deform the screw locking bracket to remove the screw locking bracket from the 

intervertebral cage. 

37. (New) The apparatus of claim 36, wherein the means comprises a flexion portion of the 

screw locking bracket. 

38. (New) The apparatus of claim 31, wherein the screw locking bracket contacts both the first 

and second screw heads when the screw locking bracket is connect to the intervertebral cage and 

wherein the screw locking bracket comprises a first hook at the first end portion that is sized to 

fit in the first slot and a second hook at the second end portion that is sized to fit in the second 

slot. 

39. (New) A method of inserting a bi-directional fixating transvertebral (BDFT) screw/cage 

apparatus between a first vertebral body and a second vertebral body, the method including: 

inserting an intervertebral cage into a midline of a disc space between the first vertebral 

body and the second vertebral body until the intervertebral cage is one of flush and countersunk 

relative to the first vertebral body and the second vertebral body, wherein the intervertebral cage 

includes: 

a top wall, a bottom wall, and sidewalls defining a fusion material space 

capable of receiving bone filling for the biological bone fusion; 

an internal screw guide having a screw entrance portion and an internal 

bore portion, wherein the screw entrance portion is larger than and coaxial with 
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the internal bore and is formed at least partially in a top surface of the top wall as 

viewed from a top of the intervertebral cage, wherein the internal bore portion has 

an entry opening formed only in a top surface of the top wall as viewed from the 

top of the intervertebral cage and has an exit opening formed at least partially in a 

bottom surface of the top wall and at least partially in a side surface of the top 

wall; 

a second internal screw guide having a second screw entrance portion and 

a second internal bore portion, wherein the second screw entrance portion is 

larger than and coaxial with the second internal bore and is formed at least 

partially in the top surface of the top wall as viewed from the top, wherein the 

second internal bore portion has a second entry opening formed only in the top 

surface of the top wall as viewed from the top of the intervertebral cage and has a 

second exit opening formed at least partially in the bottom surface of the top wall 

and at least partially in a second side surface of the top wall, and wherein the 

internal screw guide and the second internal screw guide are angled to orient a 

first screw member and a second member bi-directionally in opposite directions; 

a first slot extending at least partially into a first sidewall of the sidewalls; 

a second slot extending at least partially into a second sidewall of the 

sidewalls, wherein the second slot is positioned opposite of the first slot; 

wherein the first slot is positioned along a first centerline axis that bisects 

the first sidewall and is positioned nearer a top of the intervertebral cage than a 

bottom of the intervertebral cage, 

wherein the second slot is positioned along a second centerline axis that 

bisects the second sidewall and is positioned nearer the top of the intervertebral 

cage than the bottom of the intervertebral cage, 

wherein the side surface and the second side surface of the top wall are 

patterned with a plurality of surface features to create rough side surfaces, 

wherein at least some of the plurality of surface features are positioned on the side 

surface between the top wall and the exit opening, and 

wherein the top wall, the bottom wall, and the sidewalls are integrally 
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inserting a first screw into the internal screw guide of the intervertebral cage; 

inserting a second screw into the second internal screw guide of the intervertebral cage; 

screwing the first screw into the first vertebral body such that at least part of the first 

screw head is positioned in the screw entrance portion of the internal screw guide, at least part of 

the first screw shaft of the first screw is positioned in the internal bore, and at least part of the 

first screw threaded portion is positioned in the first vertebral body; 

screwing the second screw into the second vertebral body such that at least part of the 

second screw head is positioned in the second screw entrance portion of the second internal 

screw guide, at least part of the second screw shaft of the second screw is positioned in the 

second internal bore, and at least part of the second screw threaded portion is positioned in the 

second vertebral body; and 

locking the first screw and the second screw in the intervertebral cage using a screw 

locking bracket coupled to the intervertebral cage by positioning a first end portion of the screw 

locking bracket in the first slot, a second end portion of the screw locking bracket in the second 

slot and a central portion of the screw locking bracket extending between the first end portion 

and the second end portion across at least part of the top surface of the top wall such that the 

central portion partially blocks the screw entrance portion and the second screw entrance portion 

so as to retain the first and second screws in the internal screw guide and the second internal 

screw guide while leaving at least a portion of each of the first and second screw heads at least 

partially visible through gaps between the screw locking bracket and the intervertebral cage. 

40. (New) The method of claim 39, and further comprising press fitting the screw locking 

bracket to the intervertebral cage. 
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REMARKS 

With this amendment, claims 1-20 are cancelled without prejudice and claims 21-40 are 

added. Support for these amendments can be found throughout the specification, including at 

least in Figures 2(A)-4(F) and the text corresponding to those figures. Applicant asks that all 

claims be examined in view of the amendment to the claims. 

Please apply any necessary charges or credits to Deposit Account 06-1050, referencing 

the above attorney docket number. 

Date: 9/11/2018 

Customer Number 26191 
Fish & Richardson P.C. 
Telephone: (612) 337-2538 
Facsimile: (877) 769-7945 

61750479.doc 

Respectfully submitted, 

/Stuart A Nelson/ 

Stuart A Nelson 
Reg. No. 63,947 
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Alexandria, VA 22313-1450 
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required under 37 C.F.R. § l.98(a)(2). 
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number 15/490,107, filed on 4/18/2017. All listed documents were submitted to and/or cited by 

the Office in the prior application, and so copies of those documents are not provided in this 

application. 

This statement is being filed within three months of the filing date of the application or 

before the receipt of a first action on the merits. 
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Ahmnon D. Moskowitz 46440-0012005 
CONFIRMATION NO. 1018 

PUBLICATION NOTICE 
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Title:BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE 
STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND DEVICES 
FOR SPINAL FUSION 

Publication No.US-2018-0360612-A 1 
Publication Date: 12/20/2018 

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 
Public Records Division. The Public Records Division can be reached by telephone at (571) 272-3150 or (800) 
972-6382, by facsimile at (571) 273-3250, by mail addressed to the United States Patent and Trademark Office, 
Public Records Division, 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 
https://portal.uspto.gov/pair/PublicPair. 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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Application No. 
16/100,410 

Applicant(s) 
Moskowitz et al. 

Office Action Summary Examiner 
PEDRO PHILOGENE 

Art Unit 
3773 

AIA (FITF) Status 
No 

-- The MAILING DA TE 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 MONTHS 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 )~ Responsive to communication(s) filed on 9/12/18. 
0 A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on . 

2a)O This action is FINAL. 2b) ~ This action is non-final. 
3)0 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. 
4)0 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) ~ Claim(s) 21-40 is/are pending in the application. 

5a) Of the above claim(s) __ is/are withdrawn from consideration. 

6) O Claim(s) __ is/are allowed. 

7) ~ Claim(s) 21-40 is/are rejected. 

8) O Claim(s) __ is/are objected to. 

9) O 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 

http://www.uspto.gov/patents/init events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov. 

Application Papers 
10)0 The specification is objected to by the Examiner. 

11 )0 The drawing(s) filed on __ is/are: a)O accepted or b)O 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)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

Certified copies: 

b)O Some** c)O None of the: a)O All 

1.0 Certified copies of the priority documents have been received. 

2.0 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. 

Attachment{s) 

1) ~ Notice of References Cited (PTO-892) 

2) ~ Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 
Paper No(s)/Mail Date __ . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 11-13) Office Action Summary 

3) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date __ . 

4) O Other: __ . 

Part of Paper No./Mail Date 20190802 
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Application/Control Number: 16/100,410 
Art Unit: 3773 

Notice of Pre-A/A or AJA Status 

The present application is being examined under the pre-AIA first to invent provisions. 

Double Patenting 

Page 2 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded 

in public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 

extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 

assignees. A nonstatutory double patenting rejection is appropriate where the conflicting claims are not 

identical, but at least one examined application claim is not patentably distinct from the reference 

claim(s) because the examined application claim is either anticipated by, or would have been obvious 

over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 

Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Langi, 759 F.2d 887, 225 USPQ 645 (Fed. 

Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 

USPQ 619 (CCPA 1970); In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR l.321(c) or l.321(d) may be used to 

overcome an actual or provisional rejection based on nonstatutory double patenting provided the 

reference application or patent either is shown to be commonly owned with the examined application, 

or claims an invention made as a result of activities undertaken within the scope of a joint research 

agreement. See MPEP § 717.02 for applications subject to examination under the first inventor to file 

provisions of the AIA as explained in MPEP § 2159. See MPEP §§ 706.02(1)(1) - 706.02(1)(3) for 

applications not subject to examination under the first inventor to file provisions of the AIA. A terminal 

disclaimer must be signed in compliance with 37 CFR l.321(b). 

The USPTO Internet website contains terminal disclaimer forms which may be used. Please visit 

www.uspto.gov/patent/patents-forms. The filing date of the application in which the form is filed 

determines what form (e.g., PTO/SB/25, PTO/SB/26, PTO/AIA/25, or PTO/AIA/26) should be used. A 
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Application/Control Number: 16/100,410 
Art Unit: 3773 

Page 3 

web-based eTerminal Disclaimer may be filled out completely online using web-screens. An eTerminal 

Disclaimer that meets all requirements is auto-processed and approved immediately upon submission. 

For more information about eTerminal Disclaimers, refer to 

www.uspto.gov/patents/process/file/efs/guidance/eTD-info-l.jsp. 

Claims 21-20 are rejected on the ground of nonstatutory double patenting as being 

unpatentable over claims 1-47 of U.S. Patent No. 9,895,238 in view of Moskowitz et al. (9,622,875). 

It is noted that Moskowitz '238 discloses all the limitations, except for locking bracket inserted in 

the first and second slots of the intervertebral cage wherein the central portion of the locking bracket 

extending between the first end portion and the second end portion across at least part of the top 

surface of the top wall such that the central portion blocks the screw entrance portion and the second 

screw entrance portion so as to retain the first and second screws in the internal screw guide and the 

second internal screw guide, As claimed by applicant. However, in a similar art, Moskowitz '875 provides 

the evidences of the use of a locking bracket inserted in the first and second slots of the intervertebral 

cage wherein the central portion of the locking bracket extending between the first end portion and the 

second end portion across at least part of the top surface of the top wall such that the central portion 

blocks the screw entrance portion and the second screw entrance portion so as to retain the first and 

second screws in the internal screw guide and the second internal screw guide to prevent the screws 

from backing out. 

Therefore, given the teaching of Moskowitz '875, it would have been obvious to one having 

ordinary skill in the art at the time the invention was made to modify the device of Moskowitz '238, as 

taught by Moskowitz '875, by incorporating a locking bracket in the device to prevent the screw from 

backing out. 

Claims 21-40 are rejected on the ground of nonstatutory double patenting as being 

unpatentable over claims 1-70 of U.S. Patent No. 9,889,022 in view of Moskowitz et al. (9,622,875). 
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It is noted that Moskowitz '022 discloses all the limitations, except for locking bracket inserted in 

the first and second slots of the intervertebral cage wherein the central portion of the locking bracket 

extending between the first end portion and the second end portion across at least part of the top 

surface of the top wall such that the central portion blocks the screw entrance portion and the second 

screw entrance portion so as to retain the first and second screws in the internal screw guide and the 

second internal screw guide, As claimed by applicant. However, in a similar art, Moskowitz '875 provides 

the evidences of the use of a locking bracket inserted in the first and second slots of the intervertebral 

cage wherein the central portion of the locking bracket extending between the first end portion and the 

second end portion across at least part of the top surface of the top wall such that the central portion 

blocks the screw entrance portion and the second screw entrance portion so as to retain the first and 

second screws in the internal screw guide and the second internal screw guide to prevent the screws 

from backing out. 

Therefore, given the teaching of Moskowitz '875, it would have been obvious to one having 

ordinary skill in the art at the time the invention was made to modify the device of Moskowitz '022, as 

taught by Moskowitz '875, by incorporating a locking bracket in the device to prevent the screw from 

backing out. 

Claims 21-40 are rejected on the ground of nonstatutory double patenting as being 

unpatentable over claims 1-33 of U.S. Patent No. 10,064,738. Although the claims at issue are not 

identical, they are not patentably distinct from each other because it is clear that all the elements of 

claims of the application are to be found in claims of the patent. The difference between claims of the 

application and claims of the patent lies in the fact that patent claims include many more element and 

are thus much more specific. Thus the invention of claims of the patent is in effect a "species" of the 

"generic" invention of claims of the application. It has been held that the generic invention is 
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"anticipated" by the "species". See in re Goodman, 29 USPQ2d 2010 (Fed. Cir. 1993). Since claims of the 

application are anticipated by claims of the patent they are not patentably distinct. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 

disclosure. 

7,238,203 7-2007 Bagga et al. 

7,862,616 1-2011 Lechmann et al. 

8,328,872 12-2012 Duffield et al. 

6,629,998 10-2003 Lin 

2010/0145460 6-2010 McDonough et al. 

Any inquiry concerning this communication or earlier communications from the examiner 

should be directed to PEDRO PHILOGENE whose telephone number is (571)272-4716. The examiner can 

normally be reached on M-F 8:00-4:00PM. 

Examiner interviews are available via telephone, in-person, and video conferencing using a 

USPTO supplied web-based collaboration tool. To schedule an interview, applicant is encouraged to use 

the US PTO Automated Interview Request (AIR) at http:/ /www.uspto.gov/interviewpractice. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 

Robert Eduardo can be reached on 471-272-4719. The fax phone number for the organization where 

this application or proceeding is assigned is 571-273-8300. 

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-
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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 US PTO Customer 

Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 

CANADA) or 571-272-1000. 

/PEDRO PHILOGENE/ 
Primary Examiner, Art Unit 3773 
August 2, 2019 
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Almmon D. Moskowitz 
16/100,410 
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2 of3 

REMARKS 

Attorney Docket: 46440-0012005 

Claims 21-40 are pending, with claims 21, 31, and 39 being independent. 

Double Patenting 

Claims 21-20 were rejected on the ground of nonstatutory double patenting as being 

unpatentable over claims 1-47 of U.S. Patent No. 9,895,238 in view of Moskowitz et al. 

(9,622,875). Claims 21-40 were rejected on the ground of nonstatutory double patenting as 

being unpatentable over claims 1-70 of U.S. Patent No. 9,889,022 in view of Moskowitz et al. 

(9,622,875). Claims 21-40 were rejected on the ground of nonstatutory double patenting as 

being unpatentable over claims 1-33 of U.S. Patent No. 10,064,738. 

Without conceding the merits of the rejection but to further prosecution, a terminal 

disclaimer is filed herewith to obviate this rejection. In view of the terminal disclaimer, the 

Applicant respectfully requests that this rejection be withdrawn. 

Request for Reconsideration 

The Applicant respectfully requests prompt consideration and a Notice of Allowance. In 

the event that no Notice of Allowance will be provided in the next communication, Applicant 

requests that the Examiner telephone the undersigned attorney (612-337-2538) prior to the next 

communication so that prosecution on the merits may be expedited. It is believed that all of the 

pending claims have been addressed. However, the absence of a reply to a specific rejection, 

issue or comment does not signify agreement with or concession of that rejection, issue or 

comment. In addition, because the arguments made above may not be exhaustive, there may be 

reasons for patentability of any or all pending claims ( or other claims) that have not been 

expressed. Nothing in this paper should be construed as an intent to concede any issue with 

regard to any claim, except as specifically stated in this paper, and the amendments herein do not 

signify concession of unpatentability of any claims prior to this amendment. Applicant hereby 

specifically reserves the right to prosecute the previously presented subject matter in a 

continuing application. Also, Applicant expressly reserves the right to prosecute claims of 
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Almmon D. Moskowitz 
16/100,410 
August 10, 2018 
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Attorney Docket: 46440-0012005 

different or broader scope in a continuing application. The Patent Office should infer no (i) 

adoption of a position with respect to patentability, (ii) change in the Applicant's position with 

respect to any claim or subject matter of the invention, or (iii) acquiescence in any way to any 

position taken by the Office Action, based on the amendments made herein. 

Please apply any necessary charges or credits to Deposit Account 06-1050, referencing 

the above attorney docket number. 

Date: 9/30/2019 

Customer Number 26191 
Fish & Richardson P.C. 
Telephone: (612) 337-2538 
Facsimile: (877) 769-7945 

62113010.doc 

Respectfully submitted, 

/Stuart A Nelson/ 

Stuart A Nelson 
Reg. No. 63,947 
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Information: 
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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 Agglications 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 Agglication 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 Agglication 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 181 O), a Notification of the International Application Number 
and of the International Filing Date (Form PCT/RO/1 OS) 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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Document Description: Electronic Terminal Disclaimer - Filed 

PTO/SB/26 
U.S. Patent and Trademark Office 

Department of Commerce 

Electronic Petition Request TERMINAL DISCLAIMER TO OBVIATE A DOUBLE PATENTING REJECTION OVER A 
"PRIOR" PATENT 

Application Number 

Filing Date 

First Named Inventor 

Attorney Docket Number 

Title of Invention 

16100410 

1 0-Aug-2018 

Ahmnon Moskowitz 

46440-0012005 

Bl-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL 
CAGE STAND-ALONE CONSTRUCTS HAVING A CENTRAL SCREW LOCKING LEVER, AND 
PLIERS AND DEVICES FOR SPINAL FUSION 

l'vl Filing of terminal disclaimer does not obviate requirement for response under 37 CFR 1.111 to outstanding 
iL:::,J Office Action 

~ This electronic Terminal Disclaimer is not being used for a Joint Research Agreement. 

Owner Percent Interest 

Moskowitz Family LLC 100% 

The owner(s) with percent interest listed above in the instant application hereby disclaims, except as provided below, the 
terminal part of the statutory term of any patent granted on the instant application which would extend beyond the expiration 
date of the full statutory term of prior patent number(s) 

9895238 

9889022 

10064738 

as the term of said prior patent is presently shortened by any terminal disclaimer. The owner hereby agrees that any patent so 
granted on the instant application shall be enforceable only for and during such period that it and the prior patent are commonly 
owned. This agreement runs with any patent granted on the instant application and is binding upon the grantee, its successors 
or assigns. 

In making the above disclaimer, the owner does not disclaim the terminal part of the term of any patent granted on the instant 
application that would extend to the expiration date of the full statutory term of the prior patent, "as the term of said prior patent 
is presently shortened by any terminal disclaimer," in the event that said prior patent later: 
- expires for failure to pay a maintenance fee; 
- is held unenforceable; 
- is found invalid by a court of competent jurisdiction; 
- is statutorily disclaimed in whole or terminally disclaimed under 37 CFR 1.321; 
- has all claims canceled by a reexamination certificate; 
- is reissued; or 
- is in any manner terminated prior to the expiration of its full statutory term as presently shortened by any terminal disclaimer. 
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Terminal disclaimer fee under 37 CFR 1.20(d) is included with Electronic Terminal Disclaimer request. 

0 
I certify, in accordance with 37 CFR 1.4(d)(4), that the terminal disclaimer fee under 37 CFR 1.20(d) 
required for this terminal disclaimer has already been paid in the above-identified application. 

Applicant claims the following fee status: 

@ Small Entity 

Q Micro Entity 

Q Regular Undiscounted 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and 
belief are believed to be true; and further that these statements were made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and 
that such willful false statements may jeopardize the validity of the application or any patent issued thereon. 

THIS PORTION MUST BE COMPLETED BY THE SIGNATORY OR SIGNATORIES 

I certify, in accordance with 37 CFR 1.4(d)(4) that I am: 

@ An attorney or agent registered to practice before the Patent and Trademark Office who is of record in 
this application 

Registration Number 63947 

Q A sole inventor 

0 

0 

A joint inventor; I certify that I am authorized to sign this submission on behalf of all of the inventors as evidenced by the 
power of attorney in the application 

A joint inventor; all of whom are signing this request 

Signature 
/Stuart A. Nelson/ 

Name Stuart A. Nelson 

*Statement under 37 CFR 3.73(b) is required if terminal disclaimer is signed by the assignee (owner). 
Form PTO/SB/96 may be used for making this certification. See MPEP § 324. 
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Pages: 
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Miscellaneous-Filing: 

Petition: 

Patent-Appeals-and-Interference: 

Post-Allowance-and-Post-Issuance: 
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USO($) 

Extension-of-Time: 

Miscellaneous: 

Total in USO($) 160 
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Doc Code: DISQ.E.FILE 
Document Description: Electronic Terminal Disclaimer -Approved 

Application No.: 1610041 0 

Filing Date: 1 0-Aug-2018 

Applicant/Patent under Reexamination: Moskowitz 

Electronic Terminal Disclaimer filed on September 30, 2019 

C8J APPROVED 

This patent is subject to a terminal disclaimer 

0 DISAPPROVED 

Approved/Disapproved by: Electronic Terminal Disclaimer automatically approved by EFS-Web 

U.S. Patent and Trademark Office 
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Number Message Digest Part /.zip (if appl.) 
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6d 7 4c3 78ffd4cc 7b0a6da05 OcS 3614 3 d 93 3 
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Information: 
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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 Agglications 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 Agglication 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 Agglication 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 181 O), a Notification of the International Application Number 
and of the International Filing Date (Form PCT/RO/1 OS) 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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P.O. Box 1450 
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www.uspto.gov 

NOTICE OF ALLOWANCE AND FEE(S) DUE 

26191 7590 11/20/2019 

FISH & RICHARDSON P.C. (TC) 
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MINNEAPOLIS, MN 55440-1022 

APPLICATION NO. FILING DATE 

16/100,410 08/10/2018 

FIRST NAMED INVENTOR 

Ahmnon D. Moskowitz 
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PHILOGENE, PEDRO 

ART UNIT PAPER NUMBER 

3773 

DATEMAILED: 11/20/2019 

ATTORNEY DOCKET NO. CONFIRMATION NO. 

46440-0012005 1018 

TITLE OF INVENTION: BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE STAND-ALONE 
CONSTRUCTS HA YING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

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

nonprovisional SMALL $500 $0.00 $0.00 $500 02/20/2020 

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: Maintenance fees are due in utility patents issuing on applications filed on or after Dec. 12, 1980. 
It is patentee's responsibility to ensure timely payment of maintenance fees when due. More information is available at 
www .uspto.gov/PatentMaintenanceFees. 
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PART B - FEE(S) TRANSMITTAL 

Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web. 

By mail, send to: Mail Stop ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, Virginia 22313-1450 

By fax, send to: (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. 

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) 

26191 7590 11/20/2019 

FISH & RICHARDSON P.C. (TC) 
PO BOX 1022 
MINNEAPOLIS, MN 55440-1022 

APPLICATION NO. FILING DATE 

16/100,410 08/10/2018 

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 
papers. Each additional paper, such as an assignment or formal drawing, must 
have its own certificate of mailing or transmission. 

Certificate of Mailing or Transmission 
I hereby certify that this Fee(s) Transmittal is being deposited with the United 
States Postal Service with sufficient postage for first class mail in an envelope 
addressed to the Mail Stop ISSUE FEE address above, or being transmitted to 
the USPTO via EFS-Web or by facsimile to (571) 273-2885, on the date below. 

(Typed or printed name) 

(Signature) 

(Date) 

FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 

Ahmnon D. Moskowitz 46440-0012005 1018 

TITLE OF INVENTION: BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE STAND-ALONE 

nonprovisional SMALL $500 

EXAMINER ART UNIT 

PHILOGENE, PEDRO 3773 

1. Change of correspondence address or indication of "Fee Address" (37 
CFR 1.363). 

0 Change of correspondence address ( or Change of Correspondence 
Address form PTO/SB/122) attached. 

0 "Fee Address" indication (or "Fee Address" Indication form PTO/ 
SB/47; Rev 03-09 or more recent) attached. Use of a Customer 
Number is required. 

TOTAL FEE(S) DUE DATE DUE 

$0.00 $0.00 

CLASS-SUBCLASS 

623-017160 

2. For printing on the patent front page, list 
( 1) The names of up to 3 registered patent attorneys 
or agents OR, alternatively, 
(2) The name of a single firm (having as a member a 
registered attorney or agent) and the names of up to 
2 registered patent attorneys or agents. If no name is 
listed, no name will be printed. 

$500 02/20/2020 

2 ______________ _ 

3 ______________ _ 

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 must have been previously 
recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.8l(a). 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) : 0 Individual O Corporation or other private group entity O Government 

4a. Fees submitted: □Issue Fee □Publication Fee (if required) □Advance Order - # of Copies _________ _ 

4b. Method of Payment: (Please first reapply any previously paid fee shown above) 

0 Electronic Payment via EFS-Web 0 Enclosed check 0 Non-electronic payment by credit card (Attach form PTO-2038) 

0 The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No. ____ _ 

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

0 Applicant certifying micro entity status. See 37 CFR 1.29 

0 Applicant asserting small entity status. See 37 CFR 1.27 

0 Applicant changing to regular undiscounted fee status. 

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. 
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. 
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 _______________________ _ 

Typed or printed name ______________________ _ 

PTOL-85 Part B (08-18) Approved for use through 01/31/2020 
Page 2 of3 

0MB 0651-0033 

Date ____________________ _ 

Registration No. ________________ _ 

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
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UNITED STATES PATENT AND TRADEMARK OFFICE 

APPLICATION NO. FILING DATE 

16/100,410 08/10/2018 

26191 7590 11/20/2019 

FISH & RICHARDSON P.C. (TC) 
PO BOX 1022 
MINNEAPOLIS, MN 55440-1022 

FIRST NAMED INVENTOR 

Ahmnon D. Moskowitz 

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 

ATTORNEY DOCKET NO. CONFIRMATION NO. 

46440-0012005 1018 

EXAMINER 

PHILOGENE, PEDRO 

ART UNIT PAPER NUMBER 

3773 

DATEMAILED: 11/20/2019 

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 l(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. 

Page 3 of 3 

PTOL-85 (Rev. 02/11) 

Page 160 of 203



0MB 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 0MB approves an agency request to 
collect information from the public, 0MB (i) provides a valid 0MB 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 0MB 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 30 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 0MB 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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Notice of Allowability 

Application No. 
16/100,410 
Examiner 
PEDRO PHILOGENE 

Applicant(s) 
Moskowitz et al. 

Art Unit I AIA (FITF) Status 
3773 No 

-- The MAILING DA TE 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. 

1.0 This communication is responsive to applicant's amendment filed 9/30/19. 

D A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on __ . 

2.0 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. 

3.0 The allowed claim(s) is/are 21-40. 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 
http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov. 

4.0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

Certified copies: 

a) □All b) 0 Some *c) D None of the: 

1. D Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. __ . 

3. D 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. 

5.0 CORRECTED DRAWINGS (as "replacement sheets") must be submitted. 

D including changes required by the attached Examiner's Amendment/ Comment or in the Office action of 
Paper No./Mail Date __ . 

Identifying indicia such as the application number {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). 

6.0 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. D Notice of References Cited (PT0-892) 5. 0 Examiner's Amendment/Comment 

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

3. D Examiner's Comment Regarding Requirement for Deposit 7. □ Other __ 
of Biological Material . 

4.0 Interview Summary (PT0-413), 
Paper No./Mail Date. __ . 

/PEDRO PHILOGENE/ 
Primary Examiner, Art Unit 3773 

U.S. Patent and Trademark Office 

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20191113 
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Application/Control Number: 16/100,410 
Art Unit: 3773 

Notice of Pre-A/A or AJA Status 

The present application is being examined under the pre-AIA first to invent provisions. 

EXAMINER'S AMENDMENT 

Page 2 

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. 

The application has been amended as follows: 

In claim 32, line 1, delete "21" and insert-31--. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 

should be directed to PEDRO PHILOGENE whose telephone number is (571)272-4716. The examiner can 

normally be reached on M-F 8:00-4:00PM. 

Examiner interviews are available via telephone, in-person, and video conferencing using a 

USPTO supplied web-based collaboration tool. To schedule an interview, applicant is encouraged to use 

the US PTO Automated Interview Request (AIR) at http:/ /www.uspto.gov/interviewpractice. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 

Robert Eduardo can be reached on 571-272-4719. The fax phone number for the organization where 

this application or proceeding is assigned is 571-273-8300. 

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 

Page 163 of 203



Application/Control Number: 16/100,410 
Art Unit: 3773 

Page 3 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a US PTO Customer 

Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 

CANADA) or 571-272-1000. 

/PEDRO PHILOGENE/ 
Primary Examiner, Art Unit 3773 
November 13, 2019 
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NONE 

(Assistant Examiner) 

/PEDRO PHILOGENE/ 
Primary Examiner, Art Unit 3773 

(Primary Examiner) 
U.S. Patent and Trademark Office 

Application/Control No. 

16/100,410 

Examiner 

PEDRO PHILOGENE 

442 

0642 

7064 

809 

447 

068 

4637 

7074 

30331 

30383 
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30879 

4622 

4641 

0033 

8042 

86 

0641 

0647 

0648 

922 

2835 

30476 

30772 

30787 

448 

0025 

0041 

Applicant(s)/Patent Under Reexamination 

Moskowitz et al. 

Art Unit 

3773 

Type Version 

F 2013-01·01 

I 2013-01-01 

I 2013-01-01 

I 2013-01·01 

I 2013-01-01 

I 2013-01-01 

I 2013-01-01 

I 2013-01"01 

A 2013-01-01 

A 2013-01-01 
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A 2013-01-01 
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A 2013-01-01 

A 2013-01-01 

A 2013-01·01 

A 2013-01-01 

A 2013-01-01 

A 2013-01-01 

A 2013-01"01 

A 2013-01-01 

A 2013-01-01 

A 2013-01·01 

A 2013-01-01 

A 2013-01-01 

A 2013-01-01 

A 2013-01"01 

A 2013-01-01 

Total Claims Allowed: 

(Date) 20 

13 November 2019 
O.G. Print Claim(s) O.G. Print Figure 

(Date) 1 1A 

Part of Paper No.: 20191113 
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Issue Classification 
Application/Control No. 

16/100,410 

Examiner 

PEDRO PHILOGENE 

CPC Combination Sets 

Symbol 

I rn I I rn I 

NONE 

(Assistant Examiner) 

Type 

Applicant(s)/Patent Under Reexamination 

Moskowitz et al. 

Art Unit 

3773 

Set Ranking Version 

Total Claims Allowed: 

(Date) 20 

/PEDRO PHILOGENE/ 13 November 2019 
O.G. Print Claim(s) O.G. Print Figure Primary Examiner, Art Unit 3773 

(Primary Examiner) (Date) 1 1A 

U.S. Patent and Trademark Office Part of Paper No.: 20191113 
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Issue Classification 

INTERNATIONAL CLASSIFICATION 

CLAIMED 

A618 

A618 

A618 

A618 

A618 

A618 

A61F 

A61F 

A61F 

A61F 

I NON-CLAIMED 

US ORIGINAL CLASSIFICATION 

CLASS 

CROSS REFERENCES(S) 

CLASS 

NONE 

(Assistant Examiner) 

/PEDRO PHILOGENE/ 
Primary Examiner, Art Unit 3773 

(Primary Examiner) 
U.S. Patent and Trademark Office 

Application/Control No. 

16/100,410 

Examiner 

PEDRO PHILOGENE 

17 

17 

17 

17 

17 

17 

2 

2 

2 

2 

Applicant(s)/Patent Under Reexamination 

Moskowitz et al. 

Art Unit 

3773 

064 

068 

70 

80 

86 

92 

28 

30 

44 

46 

SUBCLASS 

SUBCLASS (ONE SUBCLASS PER BLOCK) 

I I I I I 

Total Claims Allowed: 

(Date) 20 

13 November 2019 
O.G. Print Claim(s) O.G. Print Figure 

(Date) 1 1A 

Part of Paper No.: 20191113 
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Issue Classification 
Application/Control No. 

16/100,410 

Examiner 

PEDRO PHILOGENE 

Applicant(s)/Patent Under Reexamination 

Moskowitz et al. 

Art Unit 

3773 

D Claims renumbered in the same order as presented by applicant D CPA ~ T.D. D R.1.47 
CLAIMS 

Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original 

1 10 19 8 28 17 37 
2 11 20 9 29 18 38 
3 12 1 21 10 30 19 39 
4 13 2 22 11 31 20 40 
5 14 3 23 12 32 
6 15 4 24 13 33 
7 16 5 25 14 34 
8 17 6 26 15 35 
9 18 7 27 16 36 

NONE 
Total Claims Allowed: 

(Assistant Examiner) (Date) 20 

/PEDRO PHILOGENE/ 13 November 2019 
O.G. Print Claim(s) O.G. Print Figure Primary Examiner, Art Unit 3773 

(Primary Examiner) (Date) 1 1A 

U.S. Patent and Trademark Office Part of Paper No.: 20191113 
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Application/Control No. Applicant(s)/Patent Under Reexamination 

Index of Claims 16/100,410 Moskowitz et al. 

Examiner Art Unit 

PEDRO PHILOGENE 3773 

✓ Rejected - Cancelled N Non-Elected A Appeal 

- Allowed Restricted I Interference 0 Objected -

CLAIMS 

D Claims renumbered in the same order as presented by applicant D CPA ~ T.D. D R.1.47 

CLAIM DATE 
Final Original 08/02/2019 11/13/2019 

1 - -
2 - -
3 - -
4 - -
5 - -
6 - -
7 - -
8 - -
9 - -
10 - -
11 - -
12 - -
13 - -
14 - -
15 - -
16 - -
17 - -
18 - -
19 - -
20 - -

1 21 ✓ = 
2 22 ✓ = 
3 23 ✓ = 
4 24 ✓ = 
5 25 ✓ = 
6 26 ✓ = 
7 27 ✓ = 
8 28 ✓ = 
9 29 ✓ = 
10 30 ✓ = 
11 31 ✓ = 
12 32 ✓ = 
13 33 ✓ = 
14 34 ✓ = 
15 35 ✓ = 
16 36 ✓ = 
17 37 ✓ = 
18 38 ✓ = 
19 39 ✓ = 
20 40 ✓ = 

U.S. Patent and Trademark Office Part of Paper No.: 20191113 
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Supplemental 
Notice of Allowability 

Application No. 
16/100,410 
Examiner 
PEDRO PHILOGENE 

Applicant(s) 
Moskowitz et al. 

Art Unit I AIA (FITF) Status 
3773 No 

-- The MAILING DA TE 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.~ This communication is responsive to applicant's amendment filed 9/30/19. 

D A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on __ . 

2.0 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.~ The allowed claim(s) is/are 21-40. 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 
http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov. 

4.0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

Certified copies: 

a) □All b) 0 Some *c) D None of the: 

1. D Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. __ . 

3. D 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. 

5.0 CORRECTED DRAWINGS (as "replacement sheets") must be submitted. 

D including changes required by the attached Examiner's Amendment/ Comment or in the Office action of 
Paper No./Mail Date __ . 

Identifying indicia such as the application number {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). 

6.0 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. D Notice of References Cited (PTO-892) 5. D Examiner's Amendment/Comment 

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

3. D Examiner's Comment Regarding Requirement for Deposit 7. □ Other __ 
of Biological Material . 

4.0 Interview Summary (PTO-413), 
Paper No./Mail Date. __ . 

/PEDRO PHILOGENE/ 
Primary Examiner, Art Unit 3773 

U.S. Patent and Trademark Office 

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20200128 
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Title 
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Examiner Pedro Philogene 
Confirmation No. 1018 
Notice of Allowance Date: 11/20/2019 

BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL 
BODY SCREW/INTERVERTEBRAL CAGE STAND-ALONE 
CONSTRUCTS HA YING A CENTRAL SCREW LOCKING 
LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

MAIL STOP ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

AMENDMENT AFTER ALLOWANCE 
PURSUANT TO 37 C.F.R. §1.312 

Please amend the application as indicated on the following pages. This amendment is 

being filed concurrently with the payment of the issue fee. 
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2 

Amendments to the Specification: 

Attorney Docket 46440-0012005 

Please replace the paragraph beginning after the title with the following amended 

paragraph: 

[0001] This application is a Continuation of 15/490,107 filed April ±8- li, 2017, which is 

a Continuation of 14/257,650 filed April 21, 2014, which is a Divisional Application of 

12/471,340 filed May 22, 2009, now U.S. Patent No. 8,734,516 issued May 27, 2014, which is a 

Continuation-In-Part Application of Application Serial No. 12/054,335 filed on March 24, 2008, 

now U.S. Patent No. 7,972,363 issued July 5, 2011, which is a Continuation-In-Part of 

Application Serial No. 11/842,855, filed on August 21, 2007, now U.S. Patent No. 7,942,903 

issued May 17, 2011, which is a Continuation-In-Part of Application Serial No. 11/536,815, filed 

on September 29, 2006, now U.S. Patent No. 7,846,188 issued December 7, 2010, which is a 

Continuation-In-Part of Application Serial No. 11/208,644, filed on August 23, 2005, now U.S. 

Patent No. 7,704,279 issued April 27, 2010, and this application also claims priority under 35 

U.S.C. § l 19(e) of U.S. Provisional Application No. 60/670,231, filed on April 12, 2005; the 

entire contents of all of the above identified patent applications are hereby incorporated by 

reference in their entirety. 
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Remarks 

Attorney Docket 46440-0012005 

With this amendment, the first paragraph of the specification is amended to correct a 

date. No new matter is added. 

Please apply any necessary charges or credits to Deposit Account 06-1050, referencing 

the above attorney docket number. 

Date: 2/14/2020 

Customer Number 26191 
Fish & Richardson P.C. 
Telephone: (612) 337-2538 
Facsimile: (877) 769-7945 

62254437.doc 

Respectfully submitted, 

/Stuart A Nelson/ 

Stuart A Nelson 
Reg. No. 63,947 
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PART B - FEE(S) TRANSMITTAL 

Complete and send this form, together with applicable fee(s), by mail or fax, or via EFS-Web 
By mail, send to: Mail Stop ISSUE FEE By fax, send to: (571) 273-2885 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, Virginia 22314-1450 

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. 

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

26191 7590 

FISH & RICHARDSON P.C. 
P.O. BOX 1022 

11/20/2019 

MINNEAPOLIS, MN 55440-1022 

APPLICATION NO. FILING DATE 

16/100,410 08/10/2018 

Certificate of Mailing or Transmission 
I hereby certify that this Fee(s) Transmittal is being deposited with the United 
States Postal Service with sufficient postage for first class mail in an envelope 
addressed to the Mail Stop ISSUE FEE address above, or being transmitted to 
th USPTO . EFS W b b £ . ·1 t (571) 273 2885 th d t b I e via - e or ,v acs1nn e o - ,on e ae e ow. 

(Typed or printed name) 

(Signature) 

(Date) 

FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 

AhnmonD. Moskowitz 46440-0012005 1018 

TITLE OF INVENTION: BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/INTERVERTEBRAL CAGE STAND-ALONE CONSTRUCTS HAVING A 
CENTRAL SCREW LOCKING LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

APPLN. TYPE ENTITY STATUS ISSUE FEE DUE 

nonprovisional SMALL $500 

EXAMINER ARTUNIT 

PHILOGENE, PEDRO 3773 

I. Change of correspondence address or indication of "Fee 
Address" (37 CFR 1.363). 

[ l 

[ l 

Change of correspondence address ( or Change of 
Correspondence Address form PTO/SB/122) attached. 

"Fee Address" indication ( or "Fee Address" Indication 
form PTO/SB/47; Rev 03-09 or more recent) 
attached. Use of a Customer Number is required. 

PUBLICATION FEE DUE PREY. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE 

$0 $0 $500 02/20/2020 

CLASS-SUBCLASS 

623-017160 

2. For printing on the patent front page, list 

(I) The names ofup to 3 registered patent attorneys 
or agents OR, alternatively, Fish & Richardson P.C. 

(2) The name of a single firm (having as a member 
a registered attorney or agent) and the names of 2 _____________ _ 
up to 2 registered patent attorneys or agents. If 
no name is listed, no name will be printed. 3 

3. ASSIGNEE NAME AND RESIDENCE DATA TOBE 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 must have been 
previously recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.8l(a). Completion of this form is NOT a substitute for filing an assignment. 

(A) NAME OF ASSIGNEE 
Moskowitz Family LLC 

(B) RESIDENCE: (CITY and STATE OR COUNTRY) 
Rockville, MD 

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

4a. Fees Submitted: [X] Issue Fee [ ] Publication Fee (if required) [ ] Advance Order - # of Copies 

4b. Method of Payment (Please first reapply any previously paid fee shown above): 

[X] Electronic Payment via EFS-Web [ ] Enclosed check [ ] Non-electronic payment by credit card (Attach form PTO-2038) 

[X] The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any oveipayrnent, to Deposit Account No. 06-1050 

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

[ ] Applicant certifying micro entity status. See 37 CFR 1.29 

] Applicant asserting small entity status. See 37 CFR 1.27. 

] Applicant changing to regnlar nndiscounted fee status. 

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. 

NOTE: If the application was previously under micro entity status, checking this box will be taken as 
a notification of loss of entitlement to micro entity status. 

NOTE: Checking this box will be taken as 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 /Stuart A. Nelson/ Date 2/14/2020 

Typed or printed name _S_tu_a_rt_A_._N_el_s_o_n ___________ _ Registration No. _6_3~,9_4_7 __________ _ 

PTOL-85 Part B (08-18). Approved for use through 1/31/2020 0MB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 

62254481.doc 
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Attorney's Docket No.: 46440-0012005 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

First Named Inventor : Ahmnon D. 

Application No. 
Filed 

Moskowitz 
16/100,410 
August 10, 2018 

Art Unit 3773 
Examiner Pedro Philogene 
Confirmation No. 1018 
Notice of Allowance Date: November 20, 2019 

Title BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL 
BODY SCREW/INTERVERTEBRAL CAGE STAND-ALONE 
CONSTRUCTS HA YING A CENTRAL SCREW LOCKING 
LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

MAIL STOP ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

REPLY TO NOTICE OF ALLOWANCE 

In response to the Notice of Allowance dated November 20, 2019, enclosed is a 

completed Part B - Fee(s) Transmittal. 

The issue fee is being paid with this reply on the Electronic Filing System. Apply those 

fees and any other necessary charges or credits to Deposit Account 06-1050, referencing the 

above attorney docket number. 

Date: 2/14/2020 

Customer Number 26191 
Fish & Richardson P.C. 
Telephone: (612) 337-2538 
Facsimile: (877) 769-7945 

622544 71.doc 

Respectfully submitted, 

/Stuart A Nelson/ 

Stuart A Nelson 
Reg. No. 63,947 

Page 187 of 203



Electronic Patent Application Fee Transmittal 

Application Number: 16100410 

Filing Date: 1 0-Aug-2018 

Bl-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/ 
Title of Invention: INTERVERTEBRAL CAGE STAND-ALONE CONSTRUCTS HAVING A CENTRAL 

SCREW LOCKING LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

First Named Inventor/Applicant Name: Ahmnon D. Moskowitz 

Filer: Stuart A. Nelson/Emily Whitcomb 

Attorney Docket Number: 46440-0012005 

Filed as Small Entity 

Filing Fees for Utility under 35 USC 111 (a) 

Description Fee Code Quantity Amount 
Sub-Total in 

USO($) 

Basic Filing: 

Pages: 

Claims: 

Miscellaneous-Filing: 

Petition: 

Patent-Appeals-and-Interference: 

Post-Allowance-and-Post-Issuance: 

UTILITY APPL ISSUE FEE 2501 1 500 500 
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Description Fee Code Quantity Amount 
Sub-Total in 

USO($) 

Extension-of-Time: 

Miscellaneous: 

Total in USO($) 500 
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Electronic Acknowledgement Receipt 

EFSID: 38590686 

Application Number: 16100410 

International Application Number: 

Confirmation Number: 1018 

Bl-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/ 
Title of Invention: INTERVERTEBRAL CAGE STAND-ALONE CONSTRUCTS HAVING A CENTRAL 

SCREW LOCKING LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

First Named Inventor/Applicant Name: Ahmnon D. Moskowitz 

Customer Number: 26191 

Filer: Stuart A. Nelson/Emily Whitcomb 

Filer Authorized By: Stuart A. Nelson 

Attorney Docket Number: 46440-0012005 

Receipt Date: 14-FEB-2020 

Filing Date: 1 0-AUG-2018 

Time Stamp: 12:18:44 

Application Type: Utility under 35 USC 111 (a) 

Payment information: 

Submitted with Payment yes 

Payment Type DA 

Payment was successfully received in RAM $500 

RAM confirmation Number E20202DC19021023 

Deposit Account 

Authorized User 

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows: 
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File Listing: 

Document 
Document Description File Name 

File Size(Bytes}/ Multi Pages 
Number Message Digest Part /.zip (if appl.) 

77011 

1 Amend312.pdf yes 3 
ee09d2b6bf4509a62c98c91 b2Sf453def71 f 

552 

Multipart Description/PDF files in .zip description 

Document Description Start End 

Amendment after Notice of Allowance (Rule 312) 1 1 

Specification 2 2 

Applicant Arguments/Remarks Made in an Amendment 3 3 

Warnings: 

Information: 

162285 

2 Issue Fee Payment (PTO-85B) lssueFee.pdf no 1 
0219d0891945cc69Scb406a 1273843c6704 

5Sf40 

Warnings: 

Information: 

72651 

3 Miscellaneous Incoming Letter 
ResponsetoNoticeofAllowance. 

no 1 
pdf 

c67021 fa6c903925280a 1 067f9538402721 0 
4b5b 

Warnings: 

Information: 

30888 

4 Fee Worksheet (5B06) fee-info.pdf no 2 
0e 1fbefa5f6128b3e786c8bfd96d2e1 032e0 

11d2 

Warnings: 

Information: 

Total Files Size (in bytes) 342835 
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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 181 O), a Notification of the International Application Number 
and of the International Filing Date (Form PCT/RO/1 OS) 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 

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR 

16/100,410 08/10/2018 Ahmnon D. Moskowitz 

26191 7590 02/26/2020 

FISH & RICHARDSON P.C. (TC) 
PO BOX 1022 
MINNEAPOLIS, MN 55440-1022 

UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONERFORPATENTS 

P.O. Box 1450 
Alexandria, Virginia 22313-1450 
www.uspto.gov 

ATTORNEY DOCKET NO. 

46440-0012005 

CONFIRMATION NO. 

1018 

EXAMINER 

PHILOGENE. PEDRO 

ART UNIT PAPER NUMBER 

3773 

NOTIFICATION DATE DELIVERY MODE 

02/26/2020 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): 

PA TDOCTC@fr.com 

PTOL-90A (Rev. 04/07) 
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Response to Rule 312 Communication 

Application No. 

16/100,410 

Examiner 

PEDRO PHILOGENE 

Applicant(s) 

Moskowitz et al. 

Art Unit AIA (FITF) Status 

3773 No 

-- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address --

1. ~The amendment filed on 14 February 2020 under 37 CFR 1.312 has been considered, and has been: 

a) ~ entered. 

b) D entered as directed to matters of form not affecting the scope of the invention. 

c) D disapproved because the amendment was filed after the payment of the issue fee. 

Any amendment filed after the date the issue fee is paid must be accompanied by a petition under 37 CFR 1.313(c)(1) 

and the required fee to withdraw the application from issue. 

d) D disapproved. See explanation below. 

e) D entered in part. See explanation below. 

/PEDRO PHILOGENE/ 
Primary Examiner, Art Unit 3773 

U.S. Patent and Trademark Office 

PTOL-271 (Rev. 04-01) Reponse to Rule 312 Communication Part of Paper No. 20200219 
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Attorney's Docket No.: 46440-0012005 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

First Named Inventor : Ahmnon D. Art Unit 3773 

Application No. 
Filed 

Title 

Moskowitz 
16/100,410 
August 10, 2018 

Examiner Pedro Philogene 
Confirmation No. 1018 
Notice of Allowance Date: 11/20/2019 

BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL 
BODY SCREW/INTERVERTEBRAL CAGE STAND-ALONE 
CONSTRUCTS HA YING A CENTRAL SCREW LOCKING 
LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

MAIL STOP ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

AMENDMENT AFTER ALLOWANCE 
PURSUANT TO 37 C.F.R. §1.312 

OK TO ENTER: /P.P/ 

Please amend the application as indicated on the following pages. This amendment is 

being filed concurrently with the payment of the issue fee. 
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UNITED STATES PA TENT AND TRADEMARK OFFICE 
UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONERFORPATENTS 

APPLICATION NO. ISSUE DATE 

16/100,410 03/31/2020 

26191 7590 03/11/2020 

FISH & RICHARDSON P.C. (TC) 
PO BOX 1022 
MINNEAPOLIS, MN 55440-1022 

P.O. Box 1450 
Alexandria, Virginia 22313-1450 
www.uspto.gov 

PATENT NO. ATTORNEY DOCKET NO. 

10603183 46440-0012005 

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) 

CONFIRMATION NO. 

1018 

The Patent Term Adjustment is O 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): 

Ahmnon D. Moskowitz, Rockville, MD; 
Moskowitz Family LLC, Rockville, MD; 
Nathan C. Moskowitz, Rockville, MD; 
Mosheh T. Moskowitz, Rockville, MD; 
Pablo A. Valdivia Y. Alvarado, Cambridge, MA; 

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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PTO/SB/44 (09-07) 
Approved for use through 08/31/2013. 0MB 0651-0033 

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 0MB control number. 

(Also Form PTO-1050) 

UNITED STATES PATENT AND TRADEMARK OFFICE 
CERTIFICATE OF CORRECTION 

Page 1 of 1 

PATENT NO. 10,603,183 

APPLICATION NO.: 16/100,410 

ISSUE DATE March 31, 2020 

INVENTOR(S) Ahmnon D. Moskowitz, Nathan C. Moskowitz, Mosheh T. Moskowitz and Pablo A. Valdivia Y. 
Alvarado 

It is certified that an error appears or errors appear in the above-identified patent and that said Letters Patent 
is hereby corrected as shown below: 

Column 21, line 44-45 (Approx.), claim 3, delete "first second" and insert - - first and second - -, therefor; 

Column 21, line 45 (Approx.), claim 3, delete "sidewalls." and insert - - sidewalls. - -, therefor; 

Column 23, line 53 (Approx.), claim 17, delete "claim 11," and insert - - claim 16, - -, therefor. 

MAILING ADDRESS OF SENDER (Please do not use customer number below): 
Fish & Richardson P.C. 
P.O. Box 1022 
Minneapolis, MN 55440-1022 

This collection of information is required by 37 CFR 1.322, 1.323, and 1.324. 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 1.0 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: Attention Certificate of Corrections Branch, 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 selection option2. 
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Attorney's Docket No.: 46440-0012005 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

First Named Inventor 
Patent No. 
Issue Date 
Serial No. 
Filed 

Ahmnon D. Moskowitz 
10,603,183 
March 31, 2020 
16/100,410 
August 10, 2018 

Art Unit 
Examiner 
Conf. No. 

3773 
Pedro Philogene 
1018 

Title BI-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY 
SCREW/INTERVERTEBRAL CAGE STAND-ALONE CONSTRUCTS 
HA YING A CENTRAL SCREW LOCKING LEVER, AND PLIERS AND 
DEVICES FOR SPINAL FUSION 

Attention Certificate of Corrections Branch 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

REQUEST FOR CERTIFICATE OF CORRECTION 

Please issue a certificate of correction in accordance with the attached form. 

One or more of the errors to be corrected were made by applicant. The fee of $150 is 

being paid with this request. 

Apply any other necessary charges or credits to Deposit Account 06-1050, referencing 

the above attorney docket number. 

Date: 9/23/2020 

Customer Number 26191 
Fish & Richardson P.C. 
Telephone: (612) 337-2538 
Facsimile: (877) 769-7945 

62420138.doc 

Respectfully submitted, 

/Stuart A Nelson/ 

Stuart A Nelson 
Reg. No. 63,947 
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Electronic Patent Application Fee Transmittal 

Application Number: 16100410 

Filing Date: 1 0-Aug-2018 

Bl-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/ 
Title of Invention: INTERVERTEBRAL CAGE STAND-ALONE CONSTRUCTS HAVING A CENTRAL 

SCREW LOCKING LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

First Named Inventor/Applicant Name: Ahmnon D. Moskowitz 

Filer: Stuart A. Nelson/Kerstin Kinzer 

Attorney Docket Number: 46440-0012005 

Filed as Large Entity 

Filing Fees for Utility under 35 USC 111 (a) 

Description Fee Code Quantity Amount 
Sub-Total in 

USO($) 

Basic Filing: 

Pages: 

Claims: 

Miscellaneous-Filing: 

Petition: 

Patent-Appeals-and-Interference: 

Post-Allowance-and-Post-Issuance: 

CERTIFICATE OF CORRECTION 1811 1 150 150 
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Description Fee Code Quantity Amount 
Sub-Total in 

USO($) 

Extension-of-Time: 

Miscellaneous: 

Total in USO($) 150 
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Electronic Acknowledgement Receipt 

EFSID: 40642822 

Application Number: 16100410 

International Application Number: 

Confirmation Number: 1018 

Bl-DIRECTIONAL FIXATING/LOCKING TRANSVERTEBRAL BODY SCREW/ 
Title of Invention: INTERVERTEBRAL CAGE STAND-ALONE CONSTRUCTS HAVING A CENTRAL 

SCREW LOCKING LEVER, AND PLIERS AND DEVICES FOR SPINAL FUSION 

First Named Inventor/Applicant Name: Ahmnon D. Moskowitz 

Customer Number: 26191 

Filer: Stuart A. Nelson/Kerstin Kinzer 

Filer Authorized By: Stuart A. Nelson 

Attorney Docket Number: 46440-0012005 

Receipt Date: 23-SEP-2020 

Filing Date: 1 0-AUG-2018 

Time Stamp: 14:06:16 

Application Type: Utility under 35 USC 111 (a) 

Payment information: 

Submitted with Payment yes 

Payment Type DA 

Payment was successfully received in RAM $150 

RAM confirmation Number E20209ME06577299 

Deposit Account 

Authorized User 

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows: 
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File Listing: 

Document 
Document Description File Name 

File Size(Bytes}/ Multi Pages 
Number Message Digest Part /.zip (if appl.) 

156884 

1 Request for Certificate of Correction 
COC_as_filed_September23_2 

no 2 
020.pdf 

f3fbbb 1 c60be1 ec201499c7570951 228c6Sc 
a274 

Warnings: 

Information: 

30713 

2 Fee Worksheet (5B06) fee-info.pdf no 2 
87f1 dd694Sd36d9d 1180b38daeee04afff13 

SdeS 

Warnings: 

Information: 

Total Files Size (in bytes) 187597 

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 Agglications 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 Agglication 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 Agglication 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 181 O), a Notification of the International Application Number 
and of the International Filing Date (Form PCT/RO/1 OS) 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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PATENT NO. 
APPLICATION NO. 
DATED 
INVENTOR(S) 

UNITED STATES PATENT AND TRADEMARK OFFICE 

CERTIFICATE OF CORRECTION 

: 10,603,183 B2 
: 16/100410 
: March 31, 2020 
: Ahmnon D. Moskowitz et al. 

Page 1 of 1 

It is certified that error appears in the above-identified patent and that said Letters Patent is hereby corrected as shown below: 

In the Claims 

Column 21, Line 44-45, Claim 3, delete "first second" and insert -- first and second--, therefor; 

Column 21, Line 45, Claim 3, delete "sidewalls." and insert -- sidewalls.--, therefor; 

Column 23, Line 53, Claim 17, delete "claim 11," and insert -- claim 16, --, therefor. 

Signed and Sealed this 
Twentieth Day of October, 2020 

~"--""---
Andrei Iancu 

Director of the United States Patent and Trademark Office 
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