PTO/AIA/M4 (12-13)

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

U.S. Patent and Trademark Cffice; 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 OMB control number.

Attorney Docket Number | 13079.02.USU06

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND FUSION

Email Address

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

Assignee Information including Non-Applicant Assignee Information:

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

Assignee |1

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 assighee-applicant, complete this section only if identification as an assignee is also desired on the
patent application publication.

If the Assignee or Non-Applicant Assignee is an Organization check here. []

Prefix Given Name Middle Name Family Name Suffix
Mailing Address Information For Assignee including Non-Applicant Assignee:

Address 1

Address 2

City State/Province

Countryi Postal Code

Phone Number Fax Number

Email Address
Additional Assignee or Non-Applicant Assignee Data may be generated within this form by i

selecting the Add button.

Signature:

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

Signature [fWilliam K. Nelson/ Date (YYYY-MM-DD)| 2019-12-17
First Name | [William Last Name | [Nelson Registration Number | £3501
Additional Signature may be generated within this form by selecting the Add button. Add
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PTO/AIA/M4 (12-13)

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

U.S. Patent and Trademark Cffice; 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 OMB control number.

Attorney Docket Number | 13079.02.USU06

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND 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 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, Alexandna, 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.8.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information is
used by the U.S. Patent and Trademark Office is to process and/or examine your submission related to a patent application or patent. If you do not
furnish the requested information, the U.S. Patent and Trademark Cffice may not be able to process and/or examine your submission, which may
result in termination of proceedings or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:
1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information Act {56 U.5.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 Patent C o o p eration 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. 2804 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.5.C. 151. Further, a record may be disclosed, subject to the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which became abandoned or in which the proceedings were|
terminated and which application is referenced by either a published application, an application open to public inspections or an issued
patent.

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law enforcement agency, if the
USPTO becomes aware of a violation or potential violation of law or regulation.
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f“i)i‘ﬁi AEBRIE

Linder the Pagersork Neduction A0t of 1855, oo persoes ave mouled 1o respan koot qumibesr,

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

Title of | Method and Implant System for Sacroiliac Joint Fixation and Fusion
Invention

As the below named fveantor, | hereby dedle

s

This declaration

The allached tation,
is diractad to- The attached application, or

é | United States application or POT international application nutber

The above-identifled application was made or avthorized to be mads by me.

I believe thet | am the original inventor or an originel Juint inventor of a claimed nvention i the appiication,

{ hereby acknowledgs that any willful faise stetement made in this deslaration is punishable under 18 US 0 10014
by fine or imprisonrent of rot mote thar fve (5) vears, or both,

Patiffonarfappiicant s caulioned to svald submiliing persona! information in documenis Rled i & patent a{xg}i cistion et may
contribute o identily theB, Personst information such a3 sooial sec iy rasmbers, hank ,We};m‘? rigmbers, oF oredd oerd numbers

{other than a chack or oredl card awthaorization form PTO- :‘eaw subimitted for payment purposes) B never s *‘eacgu fred by the USPTO
o suppodd a pelition or an spplicetion, ¥ '%%32 type of personal | atton is included in documends submitted o the USPTO,
petiioners/appiicants should consider redacting such personal information from the documests before submitn g thers o the
USPTO. Pelitionedfapplivant is ﬁzﬁw@ %‘s the record of a patent application is avaiiable o the public affer publication of the
application (unless a non-publication e 1 i compliancs with 37 CFF $.213(a) is made in the applica ony or ssuance of a
patent. Furthenmors, the record ie}m pots amrdmm apivatinn ma y s %} svaliable to the public Wihe apolication s
refarenced in g published application or an issued patent (see 37 OFR 1 A} Cheoke and oredit cargd suthorization forms
PTO-2038 submitted for payment purposss arg not retained in the application fle and therefore are not publicly available.

8]
i
K5t

LEGAL NAME OF INVENTOR

frarior Steve Anderson Date (Optionah S "\g W/i g-—

Signatore, Qy’\‘%’i&“ﬁz‘w

Mote: An applcalion deta shest (PTO/SBA4 of squivalen), including naming the entire inventive entity, must accompany this orm or rmust have
bear previvusly Sad. Use an addiional PTOIAIAAT forn for each addiional invertar,

nih 37 CFR 163 The Infor '-s;m *<, obiain cw um 8 ke
by 1@ governed by 35 ULG0, 12
o ihe c@m*@iezed af:p.

i is] mmp otg thi

Thiy cidisetion of nformation s requim
by the LEBPTO 0 pmovess) an aondioat)
compltets, g patherdog, o
crnnsts on the smaunt of ﬁmm Yo | ¢
st et Trademk Office, L3 Department of Oommerce, Ff() E":sw 1/ : 223131450, DO :\J{ &Eﬁﬁi‘ Fttxz OR COMPLETE
S ADDRESS. SEMD TO: Commissionar for Patents, B.O. Box 1450, ﬁxiwamm& W8 223131480,

# o e i i complafig the & -BEEPTING 108 aml sedsot nodion 2.
¥ f 4 &

e
§."33 Ti}

sunistan
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PTO/AIAIDT (08-12)

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

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

Unsder the Papsmwork Reduction Act of 1835, no persons are required to respand to a collection of information unlass & displays a valid OMB comrol number,

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

-

Method and Im_piant System for Sacroiliac Joint Fixation and Fusion

Title of
Invention

As the below named inventor, | hereby declare that:

This declarafion it
s directed to: - The attached application, oy

D United Stafes application or PCT international application numper

filed on

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

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

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

WARNING:

Pefiioner/applicant is cautioned to avoid.submitting personal information in dacuments filed in a patent application that may
contribute to idenitity theft. Personal information such as sacial security numbers, bank account numbers, or credit card numbers
{other than a check or credit card authorization form BTO-2038 submitted for payment purposes) is never required by the USPTO
to support a petition or an application. Ifhis type of personal information is included in documents submifted to the USPTO,
petitionersfapplicants should consider redacting such personal information from the documenis before submitting them to the
USPTO. Petitioner/applicant is advised that the record of a patent application is available to the public after publication of the
application {uniess a non-publication request [n compliance with 37 CFR 1.213(a) is made in the application) or lssuance of a
patent. Furthermore, the record from an abandoned application may also be available to the publicifthe application is
referenced in a published application or an issued patent (see 37 CFR 1.14). Checks and credit card authorization forms
PTO-2038 submitted for payment purposes are not retained In the application file .and‘therefore are not publicly available.

LEGAL NAME OF INVENTOR

Inventor: Troy Scmfa'fﬁ’ i Date (Optional) ; 3 - gh / 5—
Signature: / [{Pj' ./;%/\' A
g ¥

Note: An application data shest (PTO/SB/14 or equivalent), indluding naming the entite nventive entity, must accompany thls form or must have
been praviously filed. Use an additional PTO/AIADT form for each additional inventor.

This colleckion of information [s required by 38 U.S.C. 115 and 37 CFR 1.63. The infarmation is required to obtain or retain & benefit by the public which is to file (and
by the USPTQ to process) an application. Confidertisiity is governsd by 35 U.S.C. 122 and 37 CFR 1.41 and 1.4, This collaction is estimated to take 1 minute to
complets, including gathering, preparing, and submitting the completed application form to the USFTQ. Tima will vary depending upon the individual case. Any
comments o the amournt of fitme you require to compiste this form andfor suggestions for raducing this burden, should be sentto the Chief Information Officer, U.S.
Patent and Trademark Offica, U.S, Department of Commarce, 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 22313-1480.

! you need assistance in completing the form, call 1-B00-PTO-§19% and select oplion 2.
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PTOIAIAION {06-12)

Approved for use threugh 01/81/2014. OMB DE51-0032

t).8. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

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

Title of

Method and Implant System for Sacroiliac Joint Fixation and Fusion
Invention .

As the below named inventor, | hereby declare that:

This declaration A
is directed to: [i] The attached application, or

D United States application or PCT international application number

filed on

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

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

| hereby acknowledge that any willful faise statement made in this declaration s punishable under 18 U.8.C. 1001
by fine or imprisonment of not more than five (5) years, or both.

WARNING:

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

LEGAL NAME OF INVENTOR

Inventor: Teck-Mun SO0 //—\ / Date (Optional) :

— [/

] Lo

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

This ecollection of information is required by 35 1.8.C. 115 and 37 CFR 1,83, Tha information Is required ta obtain or retain a banefit by the public which is to file (and
by the USPTO 1o process) an epplication. Confidentiality is governed by 35 U.8.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 1 minute o
comptele, inciuding gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the indjviduat case. Any
comments on the amount of time you require fo complete this form andfor suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Gommierce, P.Q. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO

THIS ADDRESS. SEND TO: Commissioner for Patants, P.O. Box 1450, Alexandria, VA 22313-1450.
If you naed assistance in compleling the form, call 1-600-PT0-9199 and select oplion 2.
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Doc Code: QOath PTO/AIA/08 (08-12)

Document Description: Oath or declaration filed Approved for use through 01/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

4 DECLARATION FOR UTILITY OR Nomber % 113079.02.USU01 )
PATENT APPLICATION First Named Inventor Schifano, Troy
(37 CFR 1.63) COMPLETE IF KNOWN
Dectaration Deciaration Application Number
; Submitted After Initial ili
|X} %5{?&}:; OR I:‘ Filuingm(sircha?g;em ° Filing Date
Filing (37 CFR 1.16(f) Art Unit
required)

\ Examiner Name j

Method and Implant System for Sacroiliac Joint Fixation and Fusion

(Title of the Invention)

As a below named inventor, | hereby declare that:

This declaration is directed to:

[il The attached application,
OR

D United States Application Number or PCT International application number

filed on

The above-identified application was made or authorized to be made by me.
| believe | am the original inventor or an original joint inventor of a claimed invention in the application.

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

Authorization To Permit Access To Application by Participating Office

m If 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 World Intellectual Property Office (WIPO), and
any other intellectual property offices in which a foreign application claiming priority to the above-identified patent application is
filed access to the above-identified patent application. See 37 CFR 1.14(c) and (h). This box should not be checked if the
applicant does not wish the EPO, JPO, KIPO, WIPO, or other intellectual property office in which a foreign application claiming
priority to the above-identified patent application is filed to have access to the above-identified patent application.

In accordance with 37 CFR 1.14(h)(3), access will be provided to a copy of the above-identified patent application with respect
to: 1) the above-identified patent application-as-filed; 2) any foreign application to which the above-identified patent application
claims priority under 35 U.S.C. 119(a)-(d) if a copy of the foreign application that satisfies the certified copy requirement of

37 CFR 1.55 has been filed in the above-identified patent application; and 3) any U.S. application-as-filed from which benefit is
sought in the above-identified patent application.

In accordance with 37 CFR 1.14(c¢), access may be provided to information concerning the date of filing the Authorization to
Permit Access to Application by Participating Offices.

[Page 1 of 2]
This collection of information is required by 35 U.8.C. 115 and 37 CFR 1.63. The information is required to obtain or retain a benefit by the public which is to file (and by
the USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 21 minutes to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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: PTO/AIAIOB (06412)
) Approved for use through 017312074, OMB0651:0082

UiS. Patent-and Trademark Office; U 5. DEPARTMENT/OF. COMMERGE

tinderthe Paperwork Reduction Act of 1995, /6 persons are Fetiuired o respond to a collection of information unless It contalns & valid OMB contrgl nifmber;

- DECLARATION — Utility or Design Patent Application

Directiall The address

orspmaarco: W smseevr 13442 o0 [] S
Name ; i

Addrgss

City : vastate | V' o » Zip:
[Country R i Telohons ™ T TEmai

WARNING: : b
Patitioner/agplicant is cautioned to avoid submitting pérs’onaE information in-documents filet jn & patentapplication thatmay:

contribute ta identity theft. Personalinformation such as social security numbers; bank account numbers, orcredit vard ngmbers.
(other than a chetk of credit card authorization formi PTO-2038 submitted for payment purposesy is never reqiired by theetSETO

to suppart a petition or an application: [ this type of personal information is included in-documents.submitted tothe USPTO,
petitioners/applicants:should consider redacting such personal information from the documents before submitting them to the
LUSPTO. Petitionar/applicantis advised that the tecord of a patent application is available to the public after publication-of the
-1 application (unless a non-publication request in compliance with 37.CFR 1.213(a) is made in the application) or issuance of a
patent. Furthermore, the tecord from an abandoned application may alsc be available to the public if the application is
referenced in a published application:or-an I§sued patent {s6e 87 GFR 1:14); Checks:and credit card authorization-forms

| PT0-2038 submitted for paynient purposes are niot retained in thie application file and therefore are ot publicly avaitable,

| Petitioner/applicant is advised that documents which form the record of a patent application (such as the PTO/SBI0T) are placed.
inte the Privacy Act system of records DEPARTMENT OF COMMERCE, COMMERGE-PAT-7, System nama: Pateht Application
Files . Documents not retained in an application file:(such as the PTO-2038) are placed into the Privacy Actsystenrof .
COMMERCE/PAT-TM=10, System name;. Deposit Accolnts and Efectronic Funds Transfer Profiles:.

- LEGAL NAME OF SOLE OR FIRST INVENTOR: .
(kg Given Narme (hrst and riddie F anyy) and Farpily Name or Sumanie)

Troy Schifano

Inventor; é‘;ignéture : = - ‘ Date (Opﬂon‘a:!): T :
Residence: Lity State o Cotntry , O R

Las Vegas NV P us
Wailing Address — T '
9932 Cape Mayst. v e
City e State ' . Zip o Country

Las Vegas NV 89141 Us

[ Acdiional inventors are being namedonithe. 4 sipplemental shest{s) PTOTATA/O attached Hieteto

[Page 2 7 2]
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PYOAAIG:(06-12)

Approved for ued through U120, OMB 0851-0032
U5, Patent and Trademark Offics; U.5. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1985 0 persons are taguired to respond to a voltaction ofinformation unless It contains a valid O

3B control sumber,

. ADDITIONAL INVENTOR(S) )
SUPPLEMENTAL SHEET FOR DECLARATION | supplementat Sheet {for PTOIAIAI08,08)
3 , Fage of
Legal Name of Additional Joint Inventor, if any:
{E.g., Given Name (first and middle {if any)) and Family Name or Surname)
Steve Anderson _
Invertor's e/ o : o 27 | j 2
SBignalure w ““é’/:/i;»m Daté (Oplional) =2 i ! f &:}
Folsom CA us
Residence: City State Counfry
1005 Auldearn Court
Mailing Address
Folsom : 95360 Us
City State Zip Country
Legal Name of Additional Joint inventor, if any;
(E.g.; Given Name (first and middle (fany)) and Family Name or Surname)
Gowriharan Thaiyananthan
weniors
Signature Date (Optional)
Irvine CA us
Residence: City State Cotiiriry
22 Canyon Terrace
Wailing Address
_lrvine CA 92603
City State Zip Souniry
Legal Name of Additional Joint Inventor, if any:
(E.g., GiveryName (first and middle (f any)yand Family Name or Surhams)
inventor's
Signature _iDate (Qptionap
Regidence: City State Coundry
Mailing Address
City State Zip Country ]
This collaction of information is required by 35 U.5.C. 115.and 37 GFR 1.63. The information is required to oblain orretain a benefit by the public Which 1s to fie

{(and by the USPTQ fo.process) an spplication.. Confidentiality is.goverhed by 35 U.8.C, 122 and 37 CFR 1.11.and 1.14. This colléchion is sstimated 1o take 21

minutes to complete, incjuding gatherin

« praparing, and submifting
case. Any comiments on the amount of time you réquire to complel

o the completed application forin fo-the USPTO, Time will vary depending ypon the individual
te this form andfor suggestions for redusing this burden,

should be sentto the Chigf Information

Officer, U.S. Patent and Trademark Offise, U.8. Department of Commerce, PO, Box 1450, Alexandria, VA 228131450, DO HOT SEND FEES OR COMPLETED
FORMSTOTHIS ADDRESS. SEND TO: Commissioner for Patents, PO, Box 1450, Alexandria, VA 223131450,

If you need assistance in completing the form, call 1-800-PT0-8189 (1-800-786-9799) and sefact option 2.
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PTOIAIAA0 (08-12)

Approved for use through 04/31/2014. OMB 08510032

1.5 Patert and Trademark Office; U.S. DEPARTMENT OF COMMERCE

respond to-a collection of information uniess it containg 8 yalid OMB control number,
VENTOR(S)

Under the Pape Reduction Act of 1995, 00 R BITIONAL N
SUPPLEMENTAL SHEET FOR DECLARATION | Supplemental Sheat (for PTO/AIAIGE.08)
Legal Name of Additional Joint Inventor, if any: '
(E.g., Given Name (first sind middle {if any)) and Family Name or:Surmame)
Steve Anderson
Invertors Date (Optional)
Signature .
| CA us
Residence: City Folsom State Country
1005 Auldearn Court
Malling Address ’ .
‘ 95360 us
City Folsom . State CA Zip Country
Legal Naime of’;Additional Joint Inventor, if any:
(E.g., Given Name (first-and middle (f any)) and Family Name or ‘Surname)
Gowriharan Thaiyananthan
gvgigttz:: ) ‘ Date (Qptional)
, Irvine CA us
Residence: City ) State Country
22 Canyon Terrace
Mailing Address v »
frvine A 92603 U
City State Zip Caountry

Legal Name of Additional Joint Inventor, if any:
(E.g., Given Name (firgt and middte (f any))-and Family Name or Surname)

‘% Date (Optional)

Inventor's
Signature L ),
Residence: City State Country
Mailing Address
Ci State | Zip - Country
d 37 CFR 1.63. The Information is required to obtain or retain a bengfit by the puﬁ'}c Which is (o file

Z‘hlz iollecﬂon of ;nformatioh is required by 35 U.S.C. 115:an
and by the USPTO to.process) an appiication. Confidentiality Is governed by 35 U.8.C. 122 and 37 CFR 1.11 and 1.14. This collection is-estim
3 : > LonfK | ed Dy G - 4. ction
minutes to complets, indluding gathering, prapaning, and submitting the complated-application form to the USPTO. Time will vary d'epenc‘ﬁsnzs:;noanh:ge‘?ntgk;ml
ga;ﬂse. Any gomments on the amount of time you require:to complete this formand/or suggestions for reducing this burden, should be sentto the Chief |nf: i
cer, U.S. Patent and Trademark Office, U.5. Depaitment of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450, DO NOT SEND FEES OR COMPr{nEaTuEQS
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P:O. Box 1450, Alexandria, VA 22313-1450.

Ityou need assistance in completing the form, call 1-800-PT0-9199 (1-800-786-9198) and select option 2.
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Doc Code: TRACK1.REQ

Document Description: TrackOne Request
PTO/AIA/424 (04-14)

CERTIFICATION AND REQUEST FOR PRIORITIZED EXAMINATION
UNDER 37 CFR 1.102(e) (Page 1 of 1)

:;iilse}n';l:rr:ned Troy Schifano Er?gvsrrs:visional Application Number (if
e o METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND FUSION

APPLICANT HEREBY CERTIFIES THE FOLLOWING AND REQUESTS PRIORITIZED EXAMINATION FOR
THE ABOVE-IDENTIFIED APPLICATION.

1. The processing fee set forth in 37 CFR 1.17(i)(1) and the prioritized examination fee set forth in
37 CFR 1.17(c) have been filed with the request. The publication fee requirement is met
because that fee, set forth in 37 CFR 1.18(d), is currently $0. The basic filing fee, search fee,
and examination fee are filed with the request or have been already been paid. | understand
that any required excess claims fees or application size fee must be paid for the application.

2. | understand that the application may not contain, or be amended to contain, more than four
independent claims, more than thirty total claims, or any multiple dependent claims, and that
any request for an extension of time will cause an outstanding Track | request to be dismissed.

3. The applicable box is checked below:

I. [v] Original Application (Track One) - Prioritized Examination under § 1.102(e)(1)

i. (a) The application is an original nonprovisional utility application filed under 35 U.S.C. 111(a).
This certification and request is being filed with the utility application via EFS-Web.
—--OR---
(b) The application is an original nonprovisional plant application filed under 35 U.S.C. 111(a).
This certification and request is being filed with the plant application in paper.

ii. An executed inventor's oath or declaration under 37 CFR 1.63 or 37 CFR 1.64 for each
inventor, or the application data sheet meeting the conditions specified in 37 CFR 1.53(f)(3)(i) is
filed with the application.

Il. [ ] Request for Continued Examination - Prioritized Examination under § 1.102(e)(2)

i. A request for continued examination has been filed with, or prior to, this form.

ii. Ifthe application is a utility application, this certification and request is being filed via EFS-Web.

iii. The application is an original nonprovisional utility application filed under 35 U.S.C. 111(a), oris
a national stage entry under 35 U.S.C. 371.

iv. This certification and request is being filed prior to the mailing of a first Office action responsive
to the request for continued examination.

v. No prior request for continued examination has been granted prioritized examination status
under 37 CFR 1.102(e)(2).

signature’ WVilli@aM K. Nelson/ ate 2019-12-17
?IgarmSTyped)Wi”iam K Nelson Eieagﬁg:ir(;?ii; Number63501

Note: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4(d} for signature requirements and certifications.
Submit multiple forms if more than one signature is required. ™

forms are submitted.

*Total of
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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:

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.

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

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

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

A record related to an International Application filed under the Patent 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.

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

A record from this system of records may be disclosed, as a routine use, to the Administrator, General
Services, or his/her designee, during an inspection of records conducted by GSA as part of that agency’s
responsibility to recommend improvements in records management practices and programs, under authority of
44 U.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.

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.

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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REMARKS

The present specification is identical to that of predecessor patent application No.
14/668,982. Claims 1-31, 33-34, 37-39, 42, 44-46, 48, 50, 52, 53-58, 61-66, 68, and 70-76
have been canceled and claims 32, 35-36, 40-41, 43, 47, 49, 51, 59-60, 67, and 69 have been
amended. New Claims 77-87 have been added. A total of 24 claims are pending, of which 3
are independent. Thus, additional claim fees for 4 claims in excess of 20 ($200) are
submitted along with the present application.

The office is authorized to charge any fees or credit any refunds associated with this
paper to deposit account 600741.

Prompt processing of the within application is requested.

Dated: December 17, 2019.
Respectfully Submitted,

By  /William Nelson/
William K. Nelson
Registration No. 63,501
Customer No. 13442
Sierra IP Law, PC
P.O. Box 5637
Fresno, California 93755-5637
(559) 436-3800

13079.02.USU06.preliminary amendment

Continuation of Serial No. 14/668,976 11 Preliminary Amendment
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Listing of Claims:

1-31. (Canceled)
32. (Currently Amended) A method for repairing a sacroiliac joint of a patient,
comprising:

a. creating a first incision #—the—pattent's—skin—proximal to the patient's
sacroiliac joint;

b. inserting a working channel into said first incision, said working channel
having a hollow barrel with a guidance slot therein for controlling the
advancement of surgical tools passed through said working channel-and

c. creating a void in said sacroiliac joint; and

d. inserting a fusion implant into said void, wherein said fusion implant
havine—at-least-one—fixatton—elementfor-engagement-engages with bone
tissue in an articular surface of at least one of the sacrum and the ilium of
said sacroiliac joint.

33.  (Canceled)
34. (Canceled)
35. (Currently Amended) The method of claim 32, further comprising driving said

fusion implant into said void with an impactor, wherein dsivirg—said fusion
implant engages—saidincludes at least one fixatien-elementprotrusion that engages

with said bone tissue as said fusion implant is driven into said void.
Continuation of Serial No. 14/668,976 2 Preliminary Amendment

Petitioner's Ex. 1008
Page 163



10

15

20

25

30

36.  (Currently Amended) The method of claim 32, wherein said fusion implant has a
central body and satd-at least one fixatron-elementprotrusion that extends laterathy
from said central body;—and-sard—werking—channel-has—ahoHlowbarrel-havinga
fixatron-element.

37.  (Canceled)

38.  (Canceled)

39.  (Canceled)

40. (Currently Amended) The method of claim 3236, wherein said fusion implant
contacts the patient's ilium and the patient's sacrum and eempresses—fuses said
joint, thereby securing said implant in said joint.

41. (Currently Amended) The method of claim 40, wherein said fusion implant is
configured to substantially eempress—fix; and fuse the patient's ilium to the
patient's sacrum, thereby substantially immobilizing the patient's sacroiliac joint.

42.  (Canceled)

43. (Currently Amended) The method of claim 4436, wherein said fusion implant
comprises a cavity for holding a fusion-promoting material_and having at least
one hole therein for allowing the growth of bone tissue into said cavity.

44, (Canceled)

45.  (Canceled)

Continuation of Serial No. 14/668,976 3 Preliminary Amendment
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46. (Canceled)
47.  (Currently Amended) The method of claim 32, wherein the inserting said fusion
implant comprises:

a. attaching said fusion implant to an inserter_having a slot-engagement
protrusion-wherein-the-tnserter has-a-proximal-end-configured-to-attach to
said-fustenmplant, and

b. inserting said inserter into a hollow barrel of said working channel with
said slot-engagement protrusion aligned with watH-a—step—said guidance
slot within said hollow barrel and advancing engaged—with—said inserter
prevents—until said guidance slot arrests Hmits—the penetration of said
inserter and said fusion implant fremmevingfarther-into said sacroiliac
joint teat a pre-determined depth.

48.  (Canceled)
49. (Currently Amended) A method for repairing a sacroiliac joint of a patient-using

) cular_toint fusi evico £ . | | itium,

comprising:

a. creating a first incision #—the—pattent's—skin—proximal to the patient's
sacroiliac joint;

b. inserting a working channel of a surgical channel tool into said incision
from the posterior of the patient;

c. creating a void in said sacroiliac joint;

d. inserting a[[n]] fusion implant into said void, said fusion implant having at
least one fixation-elementprotrusion for engagement with bone tissue in an

Continuation of Serial No. 14/668,976 4 Preliminary Amendment
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articular surface of at least one of the sacrum and the ilium of said

sacroiliac joint; and

e. driving said fusion implant into said void such that said at least one
fixatton—elementprotrusion engages with said bone tissue, and said fusion

implant fixes relative positions of said sacrum and said ilium.

50.  (Canceled)

51.  (Currently Amended) The method of claim 49, wherein said at least one fixatton
elementprotrusion comprises a helical anchor having a sharp end for piercing said
bone tissue in an articular surface of at least one of said sacrum and said ilium.

52.  (Canceled)

53.  (Canceled)

54. (Canceled)

55.  (Canceled)

56.  (Canceled)

57.  (Canceled)

58.  (Canceled)

59. (Currently Amended) The method of claim 49, wherein said fusion implant
comprises a body having a cavity therein and perforations on an exterior thereof
that expose said cavity to an exterior of said body, twe-Hukes-on—said-exterior-of

Continuation of Serial No. 14/668,976 5 Preliminary Amendment
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satd-bedys—and a hole in a proximal end of said body for accessing the interior of

said cavity.

60. (Currently Amended) The method of claim 49, wherein said fusion implant is
operable to connect said_sacrum to said ilium and—eempress—in fixed relative
positions in the sacroiliac joint.

61.  (Canceled)

62.  (Canceled)

63.  (Canceled)

64. (Canceled)

65. (Canceled)

66.  (Canceled)

67.  (Currently Amended) The method of claim 6249, wherein the inserting the fusion
implant comprises:

a. attaching said fusion implant to an inserter tool, wherein said inserter tool
has an insertion control protrusion;-whereinthe-tnserterhas-a-proximal-end
confieured-to-attach-to-the-tmplant, and

b. inserting the inserter tool into a hollow barrel of said working channel and
engaging said insertion control protrusion with an insertion control
mechanism for controlling the advancement of surgical tools into said
working channel and advancing the inserter tool until a—step—stetsaid
insertion control protrusion is arrested by the insertion control mechanism
at a pre-determined point in the hollow barrel, within—said-hollow—barrel

Continuation of Serial No. 14/668,976 6 Preliminary Amendment
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and engaged-with-said inserter tool is prevents-prevented the-aserterfrom

moving the fusion implant further into said sacroiliac joint.

68.  (Canceled)

69. (Currently Amended) The method of claim 49, wherein driving said fusion
implant into said void comprises pushing said fusion implant into said void such
that the at least one fixatten—elementprotrusion is—drtven—tntecontacts said bone
tissue.

70.  (Canceled)

71.  (Canceled)

72.  (Canceled)

73.  (Canceled)

74. (Canceled)

75.  (Canceled)

76.  (Canceled)

77.  (New) The method of claim 32, wherein the step of creating a void in said
sacroiliac joint comprises inserting a rasp having a slot-engagement protrusion

Continuation of Serial No. 14/668,976 7 Preliminary Amendment
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78.

79.

80.

81.

into a hollow barrel of said working channel with said slot-engagement protrusion
aligned with a guidance slot within said hollow barrel, wherein engagement of
said slot-engagement protrusion with said guidance slot maintains said rasp in

proper orientation for insertion in the void.

(New) The method of claim 32, wherein said working channel includes a
guidance slot for guiding for alignment and engagement with a slot-engagement
protrusion of one or more surgical tools to be inserted into said hollow barrel,
wherein engagement of said slot-engagement protrusion with said guidance slot
maintains said one or more surgical tools in proper orientation for insertion into

said incision.

(New) The method of claim 49, wherein step of creating a void in said sacroiliac
joint comprises inserting a rasp having a slot-engagement protrusion into a hollow
barrel of said working channel with said slot-engagement protrusion aligned with
an insertion control mechanism within said hollow barrel, wherein engagement of
said slot-engagement element with said insertion control mechanism maintains

said rasp in proper orientation for insertion into said void.

(New) The method of claim 49, wherein said working channel includes a
insertion control mechanism for alignment and engagement with a slot-
engagement protrusion of one or more surgical tools to be inserted into said
hollow barrel, wherein engagement of said slot-engagement protrusion with said
insertion control mechanism maintains said one or more surgical tools in proper

orientation for insertion into said incision.

(New) A method for repairing a sacroiliac joint of a patient, comprising:

a. creating an incision proximal to the patient's sacroiliac joint to allow

access to the posterior portion of the sacroiliac joint;

Continuation of Serial No. 14/668,976 8 Preliminary Amendment
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82.

83.

84.

inserting a working channel of a surgical channel tool into said incision
from the posterior of the patient, said working channel including an
insertion control mechanism for controlling the advancement of surgical

tools into said working channel;

using an inserter tool to insert a fusion implant into said sacroiliac joint on
a path that is substantially parallel to articular surfaces of the sacroiliac
joint, said inserter tool having an insertion control protrusion for

engagement with said insertion control mechanism;

advancing the inserter tool until said insertion control protrusion to a pre-
determined point in the hollow barrel and placing said fusion implant into
said sacroiliac joint, wherein said inserter tool is prevented from moving
the fusion implant beyond said pre-determined point into said sacroiliac
joint; and

driving said fusion implant into said sacroiliac joint such that said fusion

implant engages with said bone tissue.

(New) The method of claim 81, wherein said fusion implant includes at least one
protrusion for engagement with bone tissue in an articular surface of at least one

of the sacrum and the ilium of said sacroiliac joint.

(New) The method of claim 82, wherein said engagement of said fusion implant
with said bone tissue fixes the relative position of said sacrum and the ilium of

said sacroiliac joint.

(New) The method of claim 82, wherein said at least one protrusion comprises a
helical anchor having a sharp end for piercing said bone tissue, and said helical
anchor first penetrates said articular surface of said at least one of said sacrum and

said ilium.

Continuation of Serial No. 14/668,976 9 Preliminary Amendment
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85. (New) The method of claim 81, wherein no further fusion implants are
introduced into said sacroiliac joint and said fusion implant is sufficient to fuse

the sacroiliac joint.

86. (New) The method of Claim 81, further comprising creating a void in the
sacroiliac joint having a complementary shape to fusion implant, wherein said

fusion implant is inserted into said void.

87.  (New) The method of Claim 81, wherein engagement of said insertion control
protrusion with said insertion control mechanism maintains said inserter tool and
said fusion implant in proper orientation for insertion of the fusion implant into

said sacroiliac joint.

Continuation of Serial No. 14/668,976 10 Preliminary Amendment
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Under the Paperwork Reduction Act of 1995, no persons are req
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U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

ired to respond to a collection of information unless it displays a valid OMB control number.
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Application Number: 16718189 Document Date: 12/18/2019
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in electronic format on the date identified above. This content is stored in the SCORE database.

Since this was an electronic submission, there is no physical artifact folder, no artifact folder is
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Drawing

At the time of document entry (noted above):
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tab.
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court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement
negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a
request involving an individual, to whom the record pertains, when the individual has requested assistance from the
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the information in order to perform a contract. Recipients of information shall be required to comply with the
requirements of the Privacy Act of 1874, as amended, pursuant to 5 U.S.C. 552a(m).
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National Security review (35 U.5.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.C. 218(c)).
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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.

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.5.C. 151. Further, a record
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in
an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

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

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810}, a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

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

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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION FILING or GRP ART
NUMBER 371(c) DATE UNIT FIL FEE RECD ATTY.DOCKET.NO TOT CLAIMS|IND CLAIMS
16/718,189 12/18/2019 1185 13079.02.USU06 24 3
CONFIRMATION NO. 1038
13442 FILING RECEIPT

Do Sox sany N LI ALSET A W

Fresno, CA 93755-5637
Date Mailed: 01/13/2020

Receipt is acknowledged of this non-provisional utility patent application. The application will be taken up for
examination in due course. Applicant will be notified as to the results of the examination. Any correspondence
concerning the application must include the following identification information: the U.S. APPLICATION NUMBER,
FILING DATE, NAME OF FIRST INVENTOR, and TITLE OF INVENTION. Fees transmitted by check or draft are
subject to collection.

Please verify the accuracy of the data presented on this receipt. If an error is noted on this Filing Receipt, please
submit a written request for a corrected Filing Receipt, including a properly marked-up ADS showing the changes
with strike-through for deletions and underlining for additions. If you received a "Notice to File Missing Parts" or
other Notice requiring a response for this application, please submit any request for correction to this Filing Receipt
with your reply to the Notice. When the USPTO processes the reply to the Notice, the USPTO will generate another
Filing Receipt incorporating the requested corrections provided that the request is grantable.

Inventor(s)
Troy Schifano, Morgantown, WV;
Steve Anderson, Folsom, CA;
Teck-Mun Soo, Southfield, M,
Gowriharan Thaiyananthan, Irvine, CA;
Applicant(s)
Orthocision Inc., Folsom, CA;

Power of Attorney: None

Domestic Priority data as claimed by applicant
This application is a CON of 14/668,976 03/25/2015
which is a CIP of 13/842,227 03/15/2013 PAT 9119732

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

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

Permission to Access Application via Priority Document Exchange: No

Permission to Access Search Results: No
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Applicant may provide or rescind an authorization for access using Form PTO/SB/39 or Form PTO/SB/69 as
appropriate.

If Required, Foreign Filing License Granted: 01/09/2020

The country code and number of your priority application, to be used for filing abroad under the Paris Convention,
is US 16/718,189

Projected Publication Date: 04/23/2020
Non-Publication Request: No

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

METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND FUSION

Preliminary Class

Statement under 37 CFR 1.55 or 1.78 for AlA (First Inventor to File) Transition Applications: No
PROTECTING YOUR INVENTION OUTSIDE THE UNITED STATES

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

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

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

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

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish
to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative,

this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
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countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).

LICENSE FOR FOREIGN FILING UNDER
Title 35, United States Code, Section 184

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

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

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

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

NOT GRANTED

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

SelectUSA

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location for
business investment, innovation, and commercialization of new technologies. The U.S. offers tremendous resources
and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation works to
promote and facilitate business investment. SelectUSA provides information assistance to the international investor
community; serves as an ombudsman for existing and potential investors; advocates on behalf of U.S. cities, states,
and regions competing for global investment; and counsels U.S. economic development organizations on investment
attraction best practices. To learn more about why the United States is the best country in the world to develop
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technology, manufacture products, deliver services, and grow your business, visit http://www.SelectUSA.gov or call
+1-202-482-6800.

page 4 of 4

Petitioner's Ex. 1008
Page 207



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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO.
16/718,189 12/18/2019 Troy Schifano 13079.02.USU06 1038
13442 7590 01/16/2020 | EXAMINER
Sierra IP Law, PC
P O Box 5637 ROBERT, EDUARDO C

Fresno, CA 93755-5637

| ART UNIT | PAPER NUMBER
3773
| MAIL DATE | DELIVERY MODE
01/16/2020 PAPER

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.

PTOL-90A (Rev. 04/07)
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Application No. Applicant(s)
16/718,189 Schifano et al.
Decision Granting Request for
Prioritized Examination (Track /) Examiner Art Unit AIA (FITF) Status
CHERYL P GIBSON OPET No
BAYLOR

1. THE REQUEST FILED 18 December 2019 IS GRANTED .

The above-identified application has met the requirements for prioritized examination
A for an original nonprovisional application (Track ).
B. (J for an application undergoing continued examination (RCE).

2. The above-identified application will undergo prioritized examination. The application will be
accorded special status throughout its entire course of prosecution until one of the following occurs:

A. filing a petition for extension of time to extend the time period for filing a reply;

B. filing an amendmen mend th lication ntain more than f
independent claims. more than thirty total claims , or a multiple dependent claim;

filing a request for continued examination ;
filing a notice of appeal;

filing a request for suspension of action;
mailing of a notice of allowance;

mailing of a final Office action;

I o mmo O

completion of examination as defined in 37 CFR 41.102; or

abandonment of the application.

Telephone inquiries with regard to this decision should be directed to CHERYL GIBSON BAYLOR at
(571)272-3213. In his/her absence, calls may be directed to Petition Help Desk at (571) 272-3282.

{CHERYL GIBSON BAYLOR/
Paralegal Specialist, OPET

U.S. Patent and Trademark Office
PTO-2298 (Rev. 02-2012)
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Serial No. 16/718,189
Confirmation No. 1038
Applicant: Orthocision Inc.
Examiner: MATTHEWS, TESSA M.
TC/Art Unit: 3773
For: METHOD AND IMPLANT SYSTEM
FOR SACROILIAC JOINT FIXATION

AND FUSION

Filed: December 18, 2019

i T <

Certificate of Transmission

I hereby certify that this paper, together with any documents referred to as being attached,
enclosed or submitted herewith, is being transmitted to the Commissioner for Patents, P.O. Box
1450, Alexandria, VA 22313-1450 via the USPTO EFS-Web filing system on January 23, 2020.

Signed: /William K. Nelson/
William K. Nelson

PRELIMINARY AMENDMENT

Honorable Commissioner for Patents
Alexandria, VA 22313
Dear Sir:

This preliminary amendment is submitted to amend the specification and drawings
of the present application to include drawings and description provided in prior US Patent
Application No. 13/842,227 (the “‘227 Application”, filed March 15, 2013, and issued as
US Pat. No. 9,119,732), to which the present application claims priority and incorporates by
reference. The present amendments are proper under 37 CFR § 1.57 (see also MPEP § 217).

Amendments to the Drawings are found on page 2 of this paper.

Amendments to the Specification are found on page 3 of this paper.

Serial No. 16/718,189 1 Preliminary Amendment
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In the Drawings:

The specific changes in the replacement sheet are as follows:

New Drawing Sheet 1: New Drawing Sheet 1 provides drawings that were present
in the ‘227 Application, to which the present application claims priority and which
is incorporated into the present application by reference. See FIGS. 33-35 of the
‘227 Application. New Drawing Sheet 1 incorporates FIGS. 33-35 of the ‘227
Application as new FIGS. 126-128, and thus new FIGS. 126-128 are fully
supported by the ‘227 Application. New Drawing Sheet 1 complies with the
requirements of 37 C.F.R. § 1.84, and does not add any new matter to the present

application.

Serial No. 16/718,189 2 Preliminary Amendment
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In the Specification:

The specification is herein amended such that a paragraphs referring to new FIGS.
126-128 in the Brief Description of the Drawings and in the Detailed Description of the
Specification have been added. The specific changes to the specification are provided

below.

1. Please add new paragraphs [0149]-[0151] after original paragraph [0148] as
follows:

[0149] FIG. 126 shows a perspective view of a fusion implant, according to an

embodiment of the present invention.

[0150] FIG. 127 shows a side view of a fusion implant, according to an

embodiment of the present invention.

[0151] FIG. 128 shows a cross-sectional view of a fusion implant, according to an

embodiment of the present invention.

2. Please renumber subsequent paragraphs beginning with [0152].

3. Please add new paragraph [0229] after original paragraph [0225] as follows:

[0229] In some embodiments, and without limitation, the fusion implant may have a
shape and features like the implant 151 shown in FIGS. 39 and 126-129. As an
example and without limiting the invention, the implant may be a bone graft as
shown in FIGS. 126-129. The implant 151 may be substantially rectangular, having
ribbing 153 on opposing sides to create a surface for catching or gripping with the
SI joint when it is inserted. The implant 151 may also have a tapered proximal end
to be inserted into the SI joint to act as a wedge, facilitating insertion. The implant
151 may also have slots 152 for receiving forceps of an inserter, and transverse
holes to allow bone tissue to grow through the implant and incorporate the implant

into the native bone tissue, thereby fusing the SI joint.

4. Please renumber subsequent paragraphs beginning with [0230].

Serial No. 16/718,189 3 Preliminary Amendment

Petitioner's Ex. 1008
Page 212



10

15

20

25

REMARKS

The present amendments are fully supported by the 227 Application, which is
incorporated by reference into the originally filed application. Under 37 CFR. § 1.57,if a
portion of the specification or drawing(s) is inadvertently omitted from an application, but
the application contains a claim under 37 C.F.R. § 1.78 for priority of a prior-filed non-
provisional application omitted portion of the specification is completely contained in the
prior-filed application, the claim under 37 C.F.R. § 1.78 shall also be considered an
incorporation by reference of the prior-filed application as to the omitted portion of the
specification or drawing(s) (see also M.P.E.P. § 217). The ‘227 Application is incorporated
into the present by reference by the priority claim to the ‘227 Application under 37 CF R. §
1.78 and 35 U.S.C. § 119 made in the Application Data Sheet filed with the present
application. Additionally, original FIG. 39 and paragraph [0187] of the present application
shows a view of the fusion implant featured in new FIGS. 126-128 and described in new
paragraph [0229] (see reference number 151), and thus the present application as originally
filed provides support for the added drawings and description.

The office is authorized to charge any fees or credit any refunds associated with this
paper to deposit account 600741.  Prompt processing of the within application is

requested.

Dated: January 23, 2020.
Respectfully Submitted,

By  /William Nelson/
William K. Nelson
Registration No. 63,501
Customer No. 13442

Serial No. 16/718,189 4 Preliminary Amendment
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-- The MAILING DATE of this communication appears on the cover sheet with the corresponderice address --
Period for Reply
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DATE OF THIS COMMUNICATION.
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adjustment. See 37 CFR 1.704(b).

Status
1) Responsive to communication(s) filed on 12/18/2019 and 1/23/2020.
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2a)(] This action is FINAL. 2b) ¥ This action is non-final.

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

4)J Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under £x parre Quayte, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*
5) Claim(s) 32,35-36,40-41,43,47,49-50,59-60,67,69 and 77-87 is/are pending in the application.
5a) Of the above claim(s) 35 is/are withdrawn from consideration.

6) (0 Claim(s) ____is/are allowed.

7) Claim(s) 32,36,40-41,43,47,49-50,59-60,67,69 and 77-87 is/are rejected.
8) [J Claim(s) ____is/are objected to.

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

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
participating intellectual property office for the corresponding application. For more information, please see
http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.
Application Papers
10)(1] The specification is objected to by the Examiner.
11)J The drawing(s) fledon ____is/are: a)(] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

Priority under 35 U.S.C. § 119

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

a)d All b)J Some**  ¢)J None of the:
1.[J Certified copies of the priority documents have been received.
2.(] Certified copies of the priority documents have been received in Application No.

3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).

** See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) Notice of References Cited (PTO-892) 3) Interview Summary (PTO-413)
Paper No(s)/Mail Date Enclosed,

2) Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 50O Otr?er- (s)

Paper No(s)/Mail Date Enclosed.

U.S. Patent and Trademark Office
PTOL-326 (Rev. 11-13) Office Action Summary Part of Paper No./Mail Date 20200122

Petitioner's Ex. 1008
Page 218




Application/Control Number: 16/718,189 Page 2
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Notice of Pre-AlA or AIA Status

1. The present application is being examined under the pre-AlA first to invent
provisions.

Priority
2. This application discloses and claims only subject matter disclosed in prior

application no 14/668,976, filed 3/25/2015 and application 14/668,982 filed 3/26/2015,
and names the inventor or at least one joint inventor named in the prior application.
Accordingly, this application may constitute a continuation or division. Should applicant
desire to claim the benefit of the filing date of the prior application, attention is directed

to 35 U.S.C. 120, 37 CFR 1.78, and MPEP § 211 et seq.

Election/Restrictions
3. This application contains claims directed to the following patentably distinct
species

Implant Species

Species A, Figures 49 - 51, dual helical anchor

Species B, Figures 52- 54, one helical anchor

Species C, Figures 56-57, implant with lateral flukes

Species D, Figures 59 - 61, box-like body with non-detachable blades
Species E, Figures 63-64, box-like body with detachable blades
Species G, Figures 68 - 70, box-like body with two flukes

Species H, Figures 126 - 128, bullet-like body with no anchors/protrusions
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Surgical Tool Species

Species |, Figures 27 - 32B, single hollow barrel

Species J, Figures 33-37, dual hollow barrel

4. The species are independent or distinct because claims to the different species
recite the mutually exclusive characteristics of such species. In addition, these species
are not obvious variants of each other based on the current record.

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species, or
a single grouping of patentably indistinct species, for prosecution on the merits to which
the claims shall be restricted if no generic claim is finally held to be allowable. Currently,
no claim is generic.

There is a search and/or examination burden for the patentably distinct species
as set forth above because at least the following reason(s) apply: The mutually
exclusive aspects of the device would require individualized search strategies and
performing these individualizes search strategies would be overly burdensome on the
examiner.

Applicant is advised that the reply to this requirement to be complete must
include (i) an election of a species to be examined even though the requirement
may be traversed (37 CFR 1.143) and (ii) identification of the claims encompassing
the elected species or grouping of patentably indistinct species, including any
claims subsequently added. An argument that a claim is allowable or that all claims are

generic is considered nonresponsive unless accompanied by an election.
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The election may be made with or without traverse. To preserve aright to
petition, the election mustbe made with traverse. If the reply does not distinctly and
specifically point out supposed errors in the election of species requirement, the election
shall be treated as an election without traverse. Traversal must be presented at the time
of election in order to be considered timely. Failure to timely traverse the requirement
will result in the loss of right to petition under 37 CFR 1.144. If claims are added after
the election, applicant must indicate which of these claims are readable on the elected
species or grouping of patentably indistinct species.

Should applicant traverse on the ground that the species, or groupings of
patentably indistinct species from which election is required, are not patentably distinct,
applicant should submit evidence or identify such evidence now of record showing them
to be obvious variants or clearly admit on the record that this is the case. In either
instance, if the examiner finds one of the species unpatentable over the prior art, the
evidence or admission may be used in a rejection under 35 U.S.C. 103 or pre-AlA 35
U.S.C. 103(a) of the other species.

Upon the allowance of a generic claim, applicant will be entitled to consideration
of claims to additional species which depend from or otherwise require all the limitations
of an allowable generic claim as provided by 37 CFR 1.141.

5. During a telephone conversation with William Nelson on 1/25/2020 a provisional
election was made without traverse to prosecute the invention of Implant Species A and
Tool Species I. Affirmation of this election must be made by applicant in replying to this

Office action.
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6. Claim 34 recites the limitation “driving said fusion implant into said void with an
impactor”. After a review of the specification this limitation is determined to be drawn to
a non-elected implant embodiment. Paragraph [0197] discloses the process of inserting
and advancing implant (ref. 400, 400a) which comprises using inserter ref. 147 and
rotating said inserter. The step of impacting the dual helical implant was not disclosed.
Paragraph [0186] discloses using an impactor ref. 136 with different embodiments of the
fusion implant, e.g. ref. 700. Thus claim 34, drawn to the step of impacting, is

withdrawn.

Claim Objections

7. Claim 47 is objected to because of the following informalities:

Claim 47 recites “a hollow barrel’, this should read “the hollow barrel”.

Claim 59 recites “an exterior of said body”, this should read “the exterior of said
body”.

Claim 59 recites “the interior”, this should read “an interior”.

Claim 77 recites “creating a void”, this should read “creating the void”.

Claim 77 recites “into a hollow barrel”, this should read “into the hollow barrel”.

Claim 78 recites “includes a guidance slot for guiding for alignment and
engagement”. There appears to be a grammatical error.

Claim 79 recites “wherein step of creating a void”, this should read “wherein the
step of creating the void”.

Claim 86 recites “shape to fusion implant”, this should read “shape to said fusion

implant”.
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9.

Appropriate correction is required.

Claim Interpretation

The following is a quotation of 35 U.S.C. 112(f):

(f) Elementin Claim fora Combination. — An elementin a claim for a combination maybe
expressed as ameans or step for performing a specified function without the recital of
structure, material, or acts in supportthereof,and such claim shall be construed to cover the
corresponding structure, material, or acts described in the specification and equivalents
thereof.

The following is a quotation of pre-AlA 35 U.S.C. 112, sixth paragraph:

An elementin aclaim fora combination maybe expressed as a means or step for performing
a specified function without the recital of structure, material, or acts in supportthereof, and
such claim shall be construed to cover the corresponding structure, material, or acts
described in the specification and equivalents thereof.

The claims in this application are given their broadest reasonable interpretation

using the plain meaning of the claim language in light of the specification as it would be

understood by one of ordinary skill in the art. The broadest reasonable interpretation of

a claim element (also commonly referred to as a claim limitation) is limited by the

description in the specification when 35 U.S.C. 112(f) or pre-AlA 35 U.S.C. 112, sixth

paragraph, is invoked.

As explained in MPEP § 2181, subsection |, claim limitations that meet the

following three-prong test will be interpreted under 35 U.S.C. 112(f) or pre-AlA 35

U.S.C. 112, sixth paragraph:

(A)

the claim limitation uses the term “means” or “step” or a term used as a substitute
for “means” that is a generic placeholder (also called a nonce term or a non-
structural term having no specific structural meaning) for performing the claimed

function;
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(B) the term “means” or “step” or the generic placeholder is modified by functional
language, typically, but not always linked by the transition word “for” (e.g.,
‘means for’) or another linking word or phrase, such as “configured to” or “so
that”; and

(C) the term “means” or “step” or the generic placeholder is not modified by sufficient
structure, material, or acts for performing the claimed function.

Use of the word “means” (or “step”) in a claim with functional language creates a
rebuttable presumption that the claim limitation is to be treated in accordance with 35
U.S.C. 112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph. The presumption that the claim
limitation is interpreted under 35 U.S.C. 112(f) or pre-AlA 35 U.S.C. 112, sixth
paragraph, is rebutted when the claim limitation recites sufficient structure, material, or
acts to entirely perform the recited function.

Absence of the word “means” (or “step”) in a claim creates a rebuttable
presumption that the claim limitation is not to be treated in accordance with 35 U.S.C.
112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph. The presumption that the claim
limitation is not interpreted under 35 U.S.C. 112(f) or pre-AlA 35 U.S.C. 112, sixth
paragraph, is rebutted when the claim limitation recites function without reciting
sufficient structure, material or acts to entirely perform the recited function.

Claim limitations in this application that use the word “means” (or “step”) are
being interpreted under 35 U.S.C. 112(f) or pre-AIA 35 U.S.C. 112, sixth paragraph,
except as otherwise indicated in an Office action. Conversely, claim limitations in this

application that do not use the word “means” (or “step”) are not being interpreted under
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35 U.S.C. 112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph, except as otherwise
indicated in an Office action.

10.  This application includes one or more claim limitations that do not use the word
“means,” but are nonetheless being interpreted under 35 U.S.C. 112(f) or pre-AlA 35
U.S.C. 112, sixth paragraph, because the claim limitation(s) uses a generic placeholder
that is coupled with functional language without reciting sufficient structure to perform
the recited function and the generic placeholder is not preceded by a structural modifier.
Such claim limitation(s) is/are: “an insertion control mechanism” in claims 67, 79, 80 and
81.

Because this/these claim limitation(s) is/are being interpreted under 35 U.S.C.
112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph, it/they is/are being interpreted to
cover the corresponding structure described in the specification as performing the
claimed function, and equivalents thereof.

Paragraph [0163] discloses that the hollow barrel of the working channel may
have a slot that arrests the progress of a surgical implement inserted into the hollow
barrel. The surgical implements may have a protrusion that is complementary to the
slot. Thus for purposes of examination the structure determined sufficient to perform
the function of controlling the advancement of surgical tools into said working channel
may be a slot or functional equivalents thereof.

If applicant does not intend to have this/these limitation(s) interpreted under 35
U.S.C. 112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph, applicant may: (1) amend the
claim limitation(s) to avoid it/them being interpreted under 35 U.S.C. 112(f) or pre-AlA

35 U.S.C. 112, sixth paragraph (e.g., by reciting sufficient structure to perform the
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claimed function); or (2) present a sufficient showing that the claim limitation(s) recite(s)
sufficient structure to perform the claimed function so as to avoid it/them being

interpreted under 35 U.S.C. 112(f) or pre-AlA 35 U.S.C. 112, sixth paragraph.

Claim Rejections - 35 USC § 112

11.  The following is a quotation of 35 U.S.C. 112(b):

(b) CONCLUSION.—The specification shall concludewith one or more claims particularly
pointing outand distinctlyclaiming the subject matter which the inventor or a jointinventor
regards as the invention.

The following is a quotation of 35 U.S.C. 112 (pre-AlA), second paragraph:

The specificationshall conclude with one or more claims particuladypointing outand distinctly
claiming the subjectmatter which the applicantregards as his invention.

12.  Claims 78, 81-84 are rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-
AlA), second paragraph, as being indefinite for failing to particularly point out and
distinctly claim the subject matter which the inventor or a joint inventor, or for pre-AlA
the applicant regards as the invention.

Claim 78 discloses that the working channel includes a guidance slot, however
claim 78 depends from claim 32 which already recites a guidance slot. It is unclear if
there is more than one guidance slot or if they are the same. For purposes of
examination they are assumed to be the same.

Claim 81 recites “in the hollow barrel” in step “d”. It is unclear if this should read
“a hollow barrel” or if the hollow barrel is the same as the working channel as recited in
step “b”. For purposes of examination the hollow barrel and the working channel are

assumed to be the same.
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Claim Rejections - 35 USC § 102
13.  In the event the determination of the status of the application as subject to AIA 35
U.S.C. 102 and 103 (or as subject to pre-AlA 35 U.S.C. 102 and 103) is incorrect, any
correction of the statutory basis for the rejection will not be considered a new ground of
rejection if the prior art relied upon, and the rationale supporting the rejection, would be
the same under either status.
14.  The following is a quotation of the appropriate paragraphs of pre-AlA 35 U.S.C.

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

A personshallbe entitled to a patentunless —

(b) the invention was patented ordescribed in a printed publication in this or a foreign country
orinpublicuseoron sale inthis country, more than one year priorto the date of application
for patentin the United States.

15.  Claim(s) 49, 51, 60 and 69 is/are rejected under pre-AlA 35 U.S.C. 102(b) as

being anticipated by Stark (US 2008/0009861 At).

Regarding claim 49, Stark discloses a method for repairing a sacroiliac joint of a
patient (Abstract), comprising:

a. creating a first incision proximal to the patient's sacroiliac joint (paragraphs
[0035, 66]);

b. inserting a working channel of a surgical channel tool into said incision from
the posterior of the patient (paragraphs [0034, 36, 41, 47 - 48] discloses a cannulated
device to facilitate and guide the procedure, and Figure 3 shows a posterior oriented
implant. Furthermore paragraph [0036] incorporates by reference U.S. Pat. No.

5,741,261 which discloses posterior approaches in Figures 1 - 4);
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c. creating a void in said sacroiliac joint (paragraph [0048] discloses that the
cannula provides a passageway and paragraphs [0050, 67] discloses the step of
preparing the joint/surgical site, thus creating a void);

d. inserting a fusion implant into said void (paragraph [0068] discloses inserting
an immobilization element/fusion implant into the joint space/void), said fusion implant
having at least one protrusion for engagement with bone tissue in an articular surface of
at least one of the sacrum and the ilium of said sacroiliac joint (paragraph [0038]
discloses that the implant may be a screw, either hollow or solid. The threads of the
screw are considered to be the protrusion and Fig. 3 shows the screw/implant placed
posterior such that the threads engage with the bone tissue of both the sacrum and
ilium); and

e. driving said fusion implant into said void such that said at least one protrusion
engages with said bone tissue (paragraphs [0038, 68]), and said fusion implant fixes
relative positions of said sacrum and said ilium (paragraph [0007] discloses
immobilization of the Sl joint, thus fixing the relative positions of the sacrum and ilium

via the implant/screw).

Regarding claim 51, Stark discloses the method of claim 49, wherein said at least
one protrusion comprises a helical anchor having a sharp end for piercing said bone
tissue in an articular surface of at least one of said sacrum and said ilium (Fig. 14 shows
a screw with a helical thread which is taken to be the helical anchor and having a sharp

end refs. 268 fully capable of piercing bone tissue).
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Regarding claim 60, Stark discloses the method of claim 49, wherein said fusion
implant is operable to connect said sacrum to said ilium in fixed relative positions in the

sacroiliac joint (Fig. 3 and paragraph [0002]).

Regarding claim 69, Stark discloses the method of claim 49, wherein driving said
fusion implant into said void comprises pushing said fusion implant into said void such
that the at least one protrusion contacts said bone tissue (Fig. 3 shows the implant

contacting the bone tissue of the joint).

Claim Rejections - 35 USC § 103
16.  In the event the determination of the status of the application as subject to AIA 35
U.S.C. 102 and 103 (or as subject to pre-AlA 35 U.S.C. 102 and 103) is incorrect, any
correction of the statutory basis for the rejection will not be considered a new ground of
rejection if the prior art relied upon, and the rationale supporting the rejection, would be
the same under either status.
17.  The following is a quotation of pre-AlA 35 U.S.C. 103(a) which forms the basis

for all obviousness rejections set forth in this Office action:

(a) A patentmay not be obtained though the invention is notidenticallydisclosed or described
as setforth in section 102, ifthe differences between the subject matter soughtto be patented
and the priorart are such thatthe subject matter as a whole would have been obvious atthe
time the invention was made to a person having ordinary skill in the art to which said subject
matter pertains. Patentability shall notbe negatived by the manner in which the invention was
made.
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18.  Claims 32, 36, 40, 41, 43, 47, 67 and 77 - 87 is/are rejected under pre-AlA 35
U.S.C. 103(a) as being unpatentable over Stark (US 2008/0009861 A1) in view of

Walsh et al. (US 2013/0006368 A1)

Regarding claim 32, Stark discloses a method for repairing a sacroiliac joint of a
patient (Abstract), comprising:

a. creating a first incision proximal to the patient's sacroiliac joint (paragraphs
[0035, 66]);

b. inserting a working channel into said first incision, said working channel having
a hollow barrel for controlling the advancement of surgical tools passed through said
working channel (paragraphs [0034, 36, 41, 47 - 48] discloses a cannulated device to
facilitate and guide the procedure, thus controlling the advancement of surgical tools
such as drills, taps, etc.);

c. creating a void in said sacroiliac joint (paragraph [0048] discloses that the
cannula provides a passageway and paragraphs [0050, 67] discloses the step of
preparing the joint/surgical site, thus creating a void); and

d. inserting a fusion implant into said void (paragraph [0068] discloses inserting
an immobilization element/fusion implant into the joint space/void), wherein said fusion
implant engages with bone tissue in an articular surface of at least one of the sacrum

and the ilium of said sacroiliac joint (Fig. 3).
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Stark discloses a cannula with a hollow barrel to be used to form a working
channel into said first incision, but is silent regarding the limitation that the hollow barrel

has a guidance slot for controlling the advancement of surgical tools.

Walsh teaches a method in the related field of joint repair (Abstract). Walsh
teaches atube (Fig. 17A, ref. 810) with a guidance slot (ref. 818) for controlling the
advancement of surgical tool (ref. 828, Fig. 16E). The surgical tool has a motion limiter
or depth stop (ref. 828) which is configured to slide within the slot of the tube (paragraph
[0130]). The engagement of the slot and stop can help prevent or otherwise limit distal
movement of the surgical tool within the tube and can help limit rotation during use
(paragraph [0130]). Walsh teaches that the engagement can advantageously help limit
the depth to which an implant can be delivered relative to an implant site of a patient
and thus improve the safety and efficacy of the implant, related tools and implant
procedure (paragraph [0130]). I would have been obvious to one having ordinary skill
in the art before the effective filing date of the claimed invention to modify the cannula
and other related surgical tools configured to be placed within the cannula (screwdriver,
rasp, drill, tap, mallet, etc.) of Stark with the slot and stop as taught by Walsh for the
purpose of limiting the depth of the fusion implant into the void in the Sl joint to improve

the safety and efficacy of the implant and method.

Regarding claim 36, Stark in view of Walsh discloses the method of claim 32,

wherein said fusion implant has a central body and at least one protrusion that extends
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from said central body (Stark discloses a screw, wherein the threads are the at least

one protrusion and extend from a core/body of the screw).

Regarding claim 40, Stark in view of Walsh discloses the method of claim 36,
wherein said fusion implant contacts the patient's ilium and the patient's sacrum and
fuses said joint, thereby securing said implant in said joint (Stark discloses

immobilization of the joint, thus fusing).

Regarding claim 41, Stark in view of Walsh discloses the method of claim 40,
wherein said fusion implant is configured to substantially fix and fuse the patient's ilium
to the 20patnt's sacrum, thereby substantially immobilizing the patient's sacroiliac joint

(via the implant, the sacrum and ilium are fixed to one another and immobilized).

Regarding claim 43, Stark in view of Walsh discloses the method claim 36,
wherein said fusion implant comprises a cavity for holding a fusion-promoting material
and having at least one hole therein for allowing the growth of bone tissue into said
cavity (Stark, paragraphs [0038, 57] discloses that the implant may be hollow, thus
having a cavity fully capable of holding a fusion-promoting material and wherein the
open ends of the implant are hole fully capable of allowing the growth of bone tissue

into the cavity) .

Regarding claim 47, Stark in view of Walsh discloses the method of claim 32,

wherein the inserting said fusion implant comprises:
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a. attaching said fusion implant to an inserter having a slot-engagement
protrusion (Stark as modified by Walsh results in an inserter, such as the driver as
disclosed in paragraph [0059] of Stark, with a slot-engagement protrusion which is
taught by Walsh), and

b. inserting said inserter into a hollow barrel of said working channel with said
slot-engagement protrusion aligned with said guidance slot within said hollow barrel
and advancing said inserter until said guidance slot arrests the penetration of said
inserter and said fusion implant into said sacroiliac joint teat a pre-determined depth
(Stark teaches the steps of using the inserter in the hollow barrel of the working
channel/cannula and Stark as modified by Walsh results in the protrusion aligned with
the guidance slot to limit or arrest the penetration of the inserter and implant into the Sl

joint).

Regarding claim 67, Stark discloses the method of claim 49, wherein the
inserting the fusion implant comprises:

a. attaching said fusion implant to an inserter tool (paragraph [0059]), but is silent
regarding that the inserter tool has an insertion control protrusion and is silent regarding

b. inserting the inserter tool into a hollow barrel of said working channel and
engaging said insertion control protrusion with an insertion control mechanism for
controlling the advancement of surgical tools into said working channel and advancing
the inserter tool until said insertion control protrusion is arrested by the insertion control
mechanism at a pre-determined point in the hollow barrel, and said inserter tool

is prevented from moving the fusion implant further into said sacroiliac joint.
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Walsh teaches a method in the related field of joint repair (Abstract). Walsh
teaches atube (Fig. 17A, ref. 810) with an insertion control mechanism (ref. 818) for
controlling the advancement of an inserter tool (ref. 820). Said inserter tool having an
insertion control protrusion (ref. 828) for engagement with said insertion control
mechanism (Fig. 16D, paragraph [0130]). The engagement of the insertion control
mechanism and protrusion can help prevent or otherwise limit distal movement of the
inserter tool within the tube and can help limit rotation during use (paragraph [0130]).
Walsh teaches that the engagement can advantageously help limit the depth to which
an implant can be delivered relative to an implant site of a patient and thus improve the
safety and efficacy of the implant, related tools and implant procedure (paragraph
[0130]). It would have been obvious to one having ordinary skill in the art before the
effective filing date of the claimed invention to modify the cannula/working channel and
inserter tool of Stark with the insertion control mechanism and protrusion as taught by
Walsh for the purpose of limiting the depth of the fusion implant into the void in the Sl
joint to improve the safety and efficacy of the implant and method. Please note that
Stark as modified by Walsh results in the step of advancing the inserter tool until said
insertion control protrusion to a pre-determined point in the hollow barrel and placing
said fusion implant into said sacroiliac joint, wherein said inserter tool is prevented from

moving the fusion implant beyond said pre-determined point into said sacroiliac joint
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Regarding claim 77, Stark in view of Walsh discloses the method of claim 32,
wherein the step of creating a void in said sacroiliac joint comprises inserting a rasp
having a slot-engagement protrusion into a hollow barrel of said working channel with
said slot-engagement protrusion aligned with a guidance slot within said hollow barrel,
wherein engagement of said slot-engagement protrusion with said guidance slot
maintains said rasp in proper orientation for insertion in the void (Stark teaches the use
of a rasp to create the void in the Sl joint in paragraph [0050] and Stark as modified by
Walsh results in the raps or cutters and mallets to be equipped with a slot-engagement
protrusion to be aligned with the guidance slot within the hollow barrel to maintain the

rasp in proper orientation) .

Regarding claim 78, Stark in view of Walsh discloses the method of claim 32,
wherein said working channel includes a guidance slot for guiding for alignment and
engagement with a slot-engagement protrusion of one or more surgical tools to be
inserted into said hollow barrel, wherein engagement of said slot-engagement
protrusion with said guidance slot maintains said one or more surgical tools in proper
orientation for insertion into said incision (Stark as modified by Walsh results in the
working channel including a guidance slot for alignment and engagement with a
protrusion of the one or more surgical tools, wherein the engagement of the slot and
protrusion maintains the tools in proper orientation for insertion. Please see the

rejection of claim 32 above).
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Regarding claim 79, Stark discloses the method of claim 49, except wherein step
of creating a void in said sacroiliac joint comprises inserting a rasp having a slot-
engagement protrusion into a hollow barrel of said working channel with said slot-
engagement protrusion aligned with an insertion control mechanism within said hollow
barrel, wherein engagement of said slot-engagement element with said insertion control
mechanism maintains said rasp in proper orientation for insertion into said
void. However Stark does disclose the use of a rasp or other cutting tools to prepare

the joint space (paragraphs [0041, 50]).

Regarding claim 80, Stark discloses the method of claim 49, except wherein said
working channel includes a insertion control mechanism for alignment and engagement
with a slot- engagement protrusion of one or more surgical tools to be inserted into said
hollow barrel, wherein engagement of said slot-engagement protrusion with said
insertion control mechanism maintains said one or more surgical tools in proper

orientation for insertion into said incision.

Walsh teaches a method in the related field of joint repair (Abstract). Walsh
teaches atube (Fig. 17A, ref. 810) with a guidance slot (ref. 818) for controlling the
advancement of surgical tool (ref. 828, Fig. 16E). The surgical tool has a motion limiter
or depth stop (ref. 828) which is configured to slide within the slot of the tube (paragraph
[0130]). The engagement of the slot and stop can help prevent or otherwise limit distal
movement of the surgical tool within the tube and can help limit rotation during use

(paragraph [0130]). Walsh teaches that the engagement can advantageously help limit
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the depth to which an implant can be delivered relative to an implant site of a patient
and thus improve the safety and efficacy of the implant, related tools and implant
procedure (paragraph [0130]). Regarding claims 79 and 80, it would have been obvious
to one having ordinary skill in the art before the effective filing date of the claimed
invention to modify the cannula and other related surgical tools configured to be placed
within the cannula (screwdriver, rasp, drill, tap, mallet, etc.) of Stark with the slot and
stop as taught by Walsh for the purpose of limiting the depth of the fusion implant into

the void in the Sl joint to improve the safety and efficacy of the implant and method.

Regarding claim 81, Stark discloses a method for repairing a sacroiliac joint of a
patient (Abstract), comprising:

a. creating an incision proximal to the patient's sacroiliac joint to allow access to
the posterior portion of the sacroiliac joint (paragraphs [0035, 66]);

b. inserting a working channel of a surgical channel tool into said incision from
the posterior of the patient (paragraphs [0034, 36, 41, 47 - 48] discloses a cannulated
device to facilitate and guide the procedure, and Figure 3 shows a posterior oriented
implant. Furthermore paragraph [0036] incorporates by reference U.S. Pat. No.
5,741,261 which discloses posterior approaches in Figures 1 - 4);

C. using an inserter tool to insert a fusion implant into said sacroiliac joint on a
path that is substantially parallel to articular surfaces of the sacroiliac joint (paragraph
[0049] discloses various insertion tools which may be used, e.g. driver, mallet, tap,

hammer, etc.),
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e. driving said fusion implant into said sacroiliac joint such that said fusion

implant engages with said bone tissue (paragraphs [0038, 68]).

Stark discloses a cannula with a hollow barrel to be used to form a working
channel into said first incision and an inserter tool, but is silent regarding the limitations
1) said working channel including an insertion control mechanism for controlling the
advancement of surgical tools into said working channel, 2) said inserter tool having an
insertion control protrusion for engagement with said insertion control mechanism and
3) advancing the inserter tool until said insertion control protrusion to a pre-determined
point in the hollow barrel and placing said fusion implant into said sacroiliac joint,
wherein said inserter tool is prevented from moving the fusion implant beyond said pre-

determined point into said sacroiliac joint

Walsh teaches a method in the related field of joint repair (Abstract). Walsh
teaches atube (Fig. 17A, ref. 810) with an insertion control mechanism (ref. 818) for
controlling the advancement of an inserter tool (ref. 820). Said inserter tool having an
insertion control protrusion (ref. 828) for engagement with said insertion control
mechanism (Fig. 16D, paragraph [0130]). The engagement of the insertion control
mechanism and protrusion can help prevent or otherwise limit distal movement of the
inserter tool within the tube and can help limit rotation during use (paragraph [0130]).
Walsh teaches that the engagement can advantageously help limit the depth to which
an implant can be delivered relative to an implant site of a patient and thus improve the

safety and efficacy of the implant, related tools and implant procedure (paragraph
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[0130]). It would have been obvious to one having ordinary skill in the art before the
effective filing date of the claimed invention to modify the cannula/working channel and
inserter tool of Stark with the insertion control mechanism and protrusion as taught by
Walsh for the purpose of limiting the depth of the fusion implant into the void in the SI
joint to improve the safety and efficacy of the implant and method. Please note that
Stark as modified by Walsh results in the step of advancing the inserter tool until said
insertion control protrusion to a pre-determined point in the hollow barrel and placing
said fusion implant into said sacroiliac joint, wherein said inserter tool is prevented from

moving the fusion implant beyond said pre-determined point into said sacroiliac joint

Regarding claim 82, Stark in view of Walsh discloses the method of claim 81,
wherein said fusion implant includes at least one protrusion for engagement with bone
tissue in an articular surface of at least one of the sacrum and the ilium of said sacroiliac
joint (Stark, paragraph [0034] discloses that the implant may be a screw, wherein the

helical threads of the screw are considered to be the protrusion).

Regarding claim 83, Stark in view of Walsh discloses the method of claim 82,
wherein said engagement of said fusion implant with said bone tissue fixes the relative
position of said sacrum and the ilium of said sacroiliac joint (Stark, Fig. 3 and paragraph

[0002]).

Regarding claim 84, Stark in view of Walsh discloses the method of claim 82,

wherein said at least one protrusion comprises a helical anchor having a sharp end for
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piercing said bone tissue, and said helical anchor first penetrates said articular surface
of said at least one of said sacrum and said ilium (Stark, Fig. 14 shows a screw with a
helical thread which is taken to be the helical anchor and having a sharp end refs. 268
fully capable of piercing bone tissue and Fig. 3 shows the implant being placed
substantially parallel to the articular surfaces of the joint, thus first penetrating the

surfaces).

Regarding claim 85, Stark in view of Walsh discloses the method of claim 81,
wherein no further fusion implants are introduced into said sacroiliac joint and said

fusion implant is sufficient to fuse the sacroiliac joint (Stark, Fig. 3).

Regarding claim 86, Stark in view of Walsh discloses the method of Claim 81,
further comprising creating a void in the sacroiliac joint having a complementary shape
to fusion implant, wherein said fusion implant is inserted into said void (Stark, paragraph
[0050-51] disclose creating a void with a size slightly smaller than the size of the

implant, thus having a complementary shape).

Regarding claim 87, Stark in view of Walsh discloses the method of Claim 81,
wherein engagement of said insertion control protrusion with said insertion control
mechanism maintains said inserter tool and said fusion implant in proper orientation for

insertion of the fusion implant into said sacroiliac joint (Walsh, paragraph [0130]).

Petitioner's Ex. 1008
Page 240



Application/Control Number: 16/718,189 Page 24
Art Unit: 3773

19.  Claim 59 is/are rejected under pre-AlA 35 U.S.C. 103(a) as being unpatentable

over Stark (US 2008/0009861 A1) in view of Sweeney (US 7,575,572 B2).

Regarding claim 59, Stark discloses the method of claim 49, wherein said fusion
implant comprises a body having a cavity therein (paragraph [0057] discloses that the
fusion implant may be hollow, thus having a cavity), and a hole in a proximal end of said
body for accessing the interior of said cavity (the hollow screw is adapted to be placed
over a guide pin, thus having a hole in both the proximal and distal ends of the body),
but is silent regarding that the body of the implant has perforations on an exterior
thereof that expose said cavity to an exterior of said body. However Stark does disclose
the use of various biological active agents to be used in combination with the implant,

but is silent regarding the use of perforations on the screw body.

Sweeney teaches a bone screw (Abstract) with perforations/fenestrations on an
exterior thereof that exposes an interval cavity to the exterior (Fig. 1, ref. 130).
Sweeney teaches that the perforations may be used for the delivery of a desired
substance to the bone (Col. 1, lines 55 - 65). It would have been obvious to one having
ordinary skill in the art before the effective filing date of the claimed invention to modify
the screw of Stark to include the perforations, as taught by Sweeney, for the purpose of

better applying and using biological active agents in combination with the screw.
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Conclusion
20.  The prior art made of record and not relied upon is considered pertinent to
applicant's disclosure. Please see PTO-892.
21.  Any inquiry concerning this communication or earlier communications from the
examiner should be directed to TESSA M MATTHEWS whose telephone number is
(671)272-8817. The examiner can normally be reached on M - F 8am - 1pm.

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 USPTO Automated Interview Request
(AIR) at http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's
supervisor, Eduardo Robert 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 https://ppair-
my.uspto.gov/pair/PrivatePair. Should you have questions on access to the Private
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).

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

/TESSA M MATTHEWS/
Examiner, Art Unit 3773
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EDTRONIC INC., Description of Infuse bone Graft/LT-Cage Lumbar Tapered Fusion Device accessed on March
2 8th, 2013 from "www_medtronic.com/for-healthcare-professionals/products-therapies/spinal/bone-graft-options/infuse-
bone-graft/index_htm"

3 MEDTRONIC SOFAMOR DANEK USA, INC., Brochure for METRx® System Surgical Technique, 2004, available at
"www mtortho_com/public/metrxmicrost_pdf”

4 MINSURG CORPORATION, Description of TruFUSE® Procedure, accessed on March 18th, 2013 "www._minsurg.com'

5 ODRTHOPEDIC DESIGNS NORTH AMERICA, INC._, Description of Talon® DistalFix® Femoral Nail System accessed
bn March 18th, 2013 from "www _odi-na.com”

6 DSTEOTECH,INC., Description of Xpanse® R Bone Insert, accessed on March 18th, 2013 from "www osteotech.com”

7 SI-BONE, INC., Brochure for iFuse Implant System®, accessed on March 18th, 2013 from "hitp://si-bone.com/
health_care_professionals/”

8 BIGNUS MEDIZINTECHNIK GMBH, Description of the DIANA system, access on March 18th, 2013 from "www si-
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MEDTRONIC SOFAMOR DANEK, INC., 510(k) premarket notification of intent to market MSB Sacroiliac Joint Fusion
9 Device and response letter from the Department of Health and Human service, accessed March 18th, 2013 from
hitp-//sijpain.com/wp-content/uploads/K110472 pdf”

10 ITEDAN SURGICAL INNOVATIONS, Description of Phantom TL Transverse Retractor Frame with locking conical
Connection,accessed on March 18th, 2013 from "www tedansurgical com”

11 VG INNOVATIONS, LLC, Descrpticn of the SiJoin™ sacroiliac implant, accessed on March 18th, 2013 from "www.
Vginnovations com”
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Y GA TECHNOLOGY, INC., Description of the SImmetry® sacroiliac joint fusion system, accessed on March 18th,

12 P013 from "“www zygatech com”

13 Donner E.J. Sacroiliac joint fusion system, U.S. provisional patent application NO. 61/335947, filed January 13, 2010.

| DR Holding Corporation, Description of the cage surgical implants, access on March 27th, 2015 from "http://www Idr.

14 Ccom/products™
15 Alphatec Spine, Inc., Description of Alphatec Solus® Anterior Lumbar Interbody Fusion, accessed on March 27th,
P015 from "hitp /iwww _alphatecspine_ com/products/thoracolumbar/solus asp”
MULLER et al., Bone screw, English Abstract of European Patent Publication of EP0374088, June 20, 1990, European
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Patent Organization, accessed from "http://mww epo org/searching/free/espacenet html.
17 ROSENMAN, D., Spiral surgical tack, English Abstract of European Patent Publication EP0663184, July 19,1995

Furopean Patent Organization, access from "http:/f'www _epo org/searchingffreefespacenet html”

| DR Holding Corporation, Description of the ALIF cage surgical impants, available on March 27th, 2015 from "http://us
18 | jdr.com/portals/1/PDF/Products/ROI-A/Patientedmedianobliqueiraopf1reva09._pdf"

| DR holding corporation,Description of the Lateral Lumber cage surgical implants, accessed on March 27th, 2015
19 "http-//us.ldr.com/portals/1/PDF/Products/Avenuel PatientEducationAVEPF1REVA(082012 pdf*

| DR holding corporation,Description of the Cervical Cage surgical implants, accessed on March 27th, 2015 from
20 "hitp://us.Idr.com/portals/1/PDF/Products/ROI-C/IR-CPF2REVAQG4 2012 pdf”

21 L JSPTO Non-patent literature Database Search 1, US Patent Application No. 13/842,227, March 30, 2015

22 L JSPTO Non-patent literature Database Search 2, US Patent Application No. 13/842,227, March 30, 2015
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( Not for submission under 37 CFR 1.99)
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If you wish to add additional non-patent literature document citation information please click the Add button| Add

EXAMINER SIGNATURE

Examiner Signature /TESSA M MATTHEWS/

Date Considered

01/22/2020

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through a
citation if not in conformance and not considered. Include copy of this form with next communication to applicant.

English language translation is attached.

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO
Standard ST.3). 2 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document.
4 Kind of document by the appropriate symbols as indicated on the document under WIPQ Standard ST.16 if possible. * Applicant is to place a check mark here if
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Filing Date 2019-12-18
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STATEMENT BY APPLICANT

First Named Inventor | Schifano, Troy

. Art Unit
( Not for submission under 37 CFR 1.99)

Examiner Name

Aftorney Docket Number 13079.02.USU06

CERTIFICATION STATEMENT

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

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

OR

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

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

See attached certification statement.
The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

X A certification statement is not submitted herewith.

SIGNATURE

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

Signature fWilliam K_ Nelson/ Date (YYYY-MM-DD) 2020-01-06
Name/Print William K. Nelson Registration Number 63501

This collection of information is required by 37 CFR 1.97 and 1.98. 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.5.C. 122 and 37 CFR
1.14. This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450.

ALIL REFERENCES CONSIDERED.EXCEPT WH INED THROUGH. /T.M.M/
EFS Web 2.1.17 etltloneﬂs%x. ?8%)8“

Page 271
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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:

1.

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

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

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

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

A record related to an International Application filed under the Patent 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.

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.5.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.C. 218(¢)).

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.

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 inspections or an issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Filing Date 2019-12-18

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

First Named Inventor | Schifano, Troy

. Art Unit
( Not for submission under 37 CFR 1.9%)

Examiner Name MATTHEWS, TESSA M

Aftorney Docket Number 13079.02.USU06

CERTIFICATION STATEMENT

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

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

OR

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

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

See attached certification statement.
X The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

SIGNATURE

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

Signature {William K_ Nelson/ Date (YYYY-MM-DD) 2020-01-30
Name/Print William K. Nelson Registration Number 63501

This collection of information is required by 37 CFR 1.97 and 1.98. 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.5.C. 122 and 37 CFR
1.14. This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450.

EFS Web 2.1.17 Petitioner's Ex. 1008
Page 276




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.5.C. 552) and the Privacy Act (5 U.5.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these record s.

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

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

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for
the information in order to perform a contract. Recipients of information shall be required to comply with the
requirements of the Privacy Act of 1874, as amended, pursuant to 5 U.S.C. 552a(m).

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.

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.5.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to
recommend improvements in records management practices and programs, under authority of 44 U.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.

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.5.C. 151. Further, a record
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in
an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

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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Electronic Patent Application Fee Transmittal

Application Number: 16718189

Filing Date: 18-Dec-2019

Title of Invention:

METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND

FUSION
First Named Inventor/Applicant Name: Troy Schifano
Filer: William Kenneth Nelson
Attorney Docket Number: 13079.02.USU06
Filed as Small Entity
Filing Fees for Utility under 35 USC111(a)
.. . Sub-Total in
Description Fee Code Quantity Amount USD($)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Description Fee Code Quantity Amount Sull)j-s'l';(tsa\)l in
Miscellaneous:
SUBMISSION- INFORMATION DISCLOSURE STMT 2806 1 120 120
Total in USD ($) 120
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Electronic Acknowledgement Receipt

EFS ID: 38452426
Application Number: 16718189
International Application Number:
Confirmation Number: 1038
. . METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND
Title of Invention:
FUSION
First Named Inventor/Applicant Name: Troy Schifano
Customer Number: 13442
Filer: William Kenneth Nelson
Filer Authorized By:
Attorney Docket Number: 13079.02.USU06
Receipt Date: 30-JAN-2020
Filing Date: 18-DEC-2019
Time Stamp: 19:51:38
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type DA
Payment was successfully received in RAM $120
RAM confirmation Number E20201TJ51508353
Deposit Account
Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

Petitioner's Ex. 1008

T

Page 280




File Listing:

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (ifappl.)
612302
1 Information DFlscIosuSréeOZtatement (IDS) 20200130_IDS_2.pdf no 4
orm ( ) 23ccfe1407b1f4cc255f7€2011a2f1a037514|
asf
Warnings:
Information:
30354
2 Fee Worksheet (SB06) fee-info.pdf no 2
eb1d3e05a6bd8037f490f15cebcb04bed b6
Warnings:
Information:
Total Files Size (in bytes): 642656

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

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810}, a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Doc Code: PA..
PTO/AIA/82A (07-13)

Document Description: Power of Attorney Approved for use through 11/30/2014. OMB 0651-0051
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

TRANSMITTAL FOR POWER OF ATTORNEY TO ONE OR MORE
REGISTERED PRACTITIONERS

NOTE: This form is to be submitted with the Power of Attorney by Applicant form (PTO/AIA/82B) to identify the application to which the
Power of Attorney is directed, in accordance with 37 CFR 1.5, unless the application number and filing date are identified in the Power of
Attorney by Applicant form. If neither form PTO/AIA/82A nor form PTO/AIA82B identifies the application to which the Power of Attorney is
directed, the Power of Attorney will not be recognized in the application.

Application Number 16/718,189

Filing Date December 18, 2019

First Named Inventor Troy Schifano

Title METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION
AND FUSION

Art Unit

Examiner Name

Attorney Docket Number |13079.02.USUOQ06

SIGNATURE of Applicant or Patent Practitioner

Signature /W|”|am K Nelson/ Date (Optional)
Name William K. Nelson Eeﬁi]ité?tion 63501
u

Title (if Applicant is a
juristic entity)

Applicant Name (if Applicant is a juristic entity)

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.

This collection of information is required by 37 CFR 1.131, 1.32, and 1.33. 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
1.11 and 1.14. This collection is estimated to take 3 minutes to complete, including gathering, preparing, and submitting the completed
application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require
to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

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

Document Description: Power of Attomey v for une » PLO;&;;@@ or1y
U.5. Patert and Trader i St akaiads
Under te Paperwork ReducBon Actof 1985, no perstass are requirsd b resgond Irademack Ofice: U S. DEPARTMENT OF COMMERCE

mammﬂﬁmwmm&mammmw
4 X -

! | - POWER OF ATTORNEY BY APPLICANT

| hereby revake all previous powers of attorney given in the application identited in either the attached transmitial fetter or
the boxes below. -

Application Number Filing Date

16/718,189 12-18-2019
{Note: The boxes above may be lef} blank if information is provided on form PTOAIAB2A)

{ hereby appoint the Patent Practitioner(s) associated with the following Customer Number as my/our atomey(s) or agent(s), and

fo transact all business i the United States Padent and Tradamark Gffice asfinectad therewith for the application refersncead in
the attached transmittal letter (form PTOJAIAZB2A)Y or dentified above: R

OR 13442 -
U hereby appoint Practitioner(s) named in the attached list (form PTO/AIABZC) as mylour atforney(s) or agent(s), and to transact

alf business in the United States Patent and Trademark Office connected therewith for the patent application referenced in the
attached fransmittal letter (form PTOIAIA/BRA) or identified above. (Naote: Complate form PTOAIAE2C)

L]

Please recognize or change the correspondenca address for the application identified in the aitached transmittal
letter or the boxes above to:

The address associated with the above-mentioned Customer Number
OR
r__] The address associgted with Customer Number: )

QR
Firm or
Individual Name

Address

City | ' T | state T | Zip ]
Countey .

Telephone

| Email i
i amthe Applicant (if the Applicant is a juristic entity, list the Applicant nams in the box):

Orthocision, Inc.

L____l inventor or Joint Inventor (itle not required below)

E] Legal Representative of 3 Deceased or Legally Incapacitated Invenior (lithe not required below)
Assignes or Person to Whom the Inventor is Under an Obligation to Assign (provide signer's title if applicant is a juristic entity}

[] Person Who Otherwise Shows Sufficient Proprietary Interest (e.g., a petition under 37 CFR 1.46(b)(2) was granted in the
application oris concurrently being filed with this document) (provide signer's title if applicant is-a juristic entity)
SIGNATURE of Applicant for Patent
The undersigned (whose title is supplied below) is authorized fo act on behalf of the

applicant {s.g., where the applicant is a Juristic entity).
Signature | Date (Optionaty | 2-Z23-26
Name Steve Anderson _
Title President

NOTE: Signature - fhis form must be signed by the applicant in sccardance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements
and certifications. if more fhan one applicant; use multiple forms.

DTotaI of forms are submitted.

. an of informabion is required by 37 CRR 1,137, 1.32, and 1,33. The information is mquired to obtai or relain a denefit by the public which is 1o fite {and by the
gg%?‘p?gcess} an application. Confidentiality s govemed by 35 11.8.C. 122 and 37 CFR 111 a«zd 114, This collection is estimated to take 3 minwtes to compiats,;
inckiding gathering, preparing, and submitling the compieted spplication form to the USPTQ. Timewill vary depending upan the Individual case. Any comments on the arount
of i you require 1o complete this Tform and/or suggestions for reducing this burden, should be sentto the Chief Information Officer, U.S. Patert and Trademark Office, U.S,
Department of Commerce, P.O. Box 1450, Alexandria, VA 223131450, DO NOT SEND FEES OR-.COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner
far Paterts, P.0. Box 1450, Alexandria, VA 2231 3-§450,

I you need assistance in complating the form; call 1-800-PT0-973% and select oplion 2,
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PTO/AIA/96 (08-12)

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

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

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

STATEMENT UNDER 37 CFR 3.73(c)
Schifano, et al.

Applicant/Patent Owner:

Application No./Patent No.: 16/718,189 Filed/Issue Date: _12-18-2019

Titled: Method and Implant System for Sacroiliac Joint Fixation and Fusion

Orthocision, Inc. a corporation

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

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

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

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

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

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

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

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

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

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

A. An assignment from the inventor(s) of the patent application/patent identified above. The assignment was recorded in
the United States Patent and Trademark Office at Reel 051311 , Frame 0266 , or for which a copy
thereof is attached.

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

1. From: To:

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

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

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

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

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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PTCHALADE (0830}
Appeoved tor use thydugh 817312013 OMB 0851-0031
U5, Patent and Trademark Office; .S DEPARTMENT OF COMMERCE

Ungar tha Panenvork Reduction Actof 1885 no persons are reqiired to respond o 3 coltection of informstion uniess f displays 8 valid OMB contiol sumber.

STATEMENT UNDER 37 CFR 3.73(c)

3. From: To:
The document was recorded in the United States Patent and Trademark Office at
Reel _ . Frame .ot for which a copy thereof is attached.
&, From: Ta:
The docurnent was recorded in the United States Patent and Trademark Office gt
Feel . Frame . ar for which a copy thereol is atiached.
5. From: To:
The document was recorded in the United Siates Patent and Trademark Office at
Reel , Frame . of for which o copy thereal is attached.
€. From: To:

The document was recorded in the United States Patent and Trademark Office at
Reel __ Fraame______ orforwhich acopytheraotis attached.

[::{ Additionial documents in the chain of title are listed on a supplemental sheet{s).

As required by 87 CFR 3.73(c){$}{i), the documentary evidanse of the chain of fitle framithe original owner tothe
assignes was, or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11.

{NOTE: A separate copy {i.&., 2 true copy of the original assignment document{s}} must be submilted o Assignment
Division in aceordance with 37 GFR Part 3, 1o recard the assignment.in the records of the USPTO, See MPEP 302.08]

The undersigned (whose tile is supplied bslow) is authorized fo act onvbehalf of the assignes.

2-Z3 2020

R R OO —s}

Signature Date

Steve Anderson President

Printed or Typad Name - ~ Title or Registration Number
V fPage 2:0f2)
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Electronic Acknowledgement Receipt

EFS ID: 38677852
Application Number: 16718189
International Application Number:
Confirmation Number: 1038

Title of Invention:

METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND

FUSION

First Named Inventor/Applicant Name:

Troy Schifano

Customer Number:

13442

Filer:

William Kenneth Nelson

Filer Authorized By:

Attorney Docket Number:

13079.02.USU06

Receipt Date: 24-FEB-2020
Filing Date: 18-DEC-2019
Time Stamp: 23:50:41

Application Type:

Utility under 35 USC 111{(a)

Payment information:

Submitted with Payment no
File Listing:
Document Document Description File Name File Size( B){tes)/ Multl- 'Pages
Number Message Digest | Part/.zip| (ifappl.)
947641
1 Power of Attorney POA.pdf no 2
cbadccal534811ba86da6de699f78d1d135

59bd9

Warnings:




Information:

446638
5 Assignee showing of ownership per 37 373_Statement.pdf o 2
CFR3.73
19dbb4e3alb7ec9770e77a7280b62425a05
23e582
Warnings:
Information:
Total Files Size (in bytes): 1394279

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

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

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

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

PO. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NUMBER | FILING OR 371(C) DATE | FIRST NAMED APPLICANT | ATTY. DOCKET NO./TITLE |
16/718,189 12/18/2019 Troy Schifano 13079.02.USU06
CONFIRMATION NO. 1038
13442 POA ACCEPTANCE LETTER

Sierra IP Law, PC
P.O. Box 5637 ORI I TR
000000114998659

Fresno, CA 93755-5637
Date Mailed: 02/26/2020

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY

This is in response to the Power of Attorney filed 02/24/2020.

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

Questions about the contents of this notice and the
requirements it sets forth should be directed to the Office
of Data Management, Application Assistance Unit, at
(571) 272-4000 or (571) 272-4200 or 1-888-786-0101.

/ggasgedom/

page 1 of 1
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Doc code: IDS

Dec description: Information Disclosure Statement (IDS) Filed

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
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 OMB control number.

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.9%)

Application Number 16718189
Filing Date 2019-12-18
First Named Inventor |[Bchifano, Troy

Art Unit

Examiner Name

Aftorney Docket Number 13709.02.USU06

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns, Lines where
e Patent Number Issue Date . Relevant Passages or Relevant
Initial No Code! of cited Document )
Figures Appear
1 10219841 P019-03-05 [Compton et al.
2 D704334 P014-05-06 pvalthall
3 0186155 P015-11-17 Katzman et al.
4 B882818 P014-11-11 Mestgaarden
5 0375243 P016-06-28 Mestgaarden
6 0895176 P018-02-20 Mestgaarden
If you wish to add additional U.S. Patent citation information please click the Add button. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
Examiner| .. Publication Kind | Publication Name of Patentee or Applicant Pages,Columns, Lines where
e Cite No . Relevant Passages or Relevant
Initial Number Code’| Date of cited Document )
Figures Appear

EFS Web 2.1.17
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.9%)

Application Number 16718189

Filing Date 2019-12-18

First Named Inventor | Schifano, Troy

Art Unit

Examiner Name

Aftorney Docket Number 13709.02.USU06

1 0120095560 P012-04-19 Donner

2 0100268228 P010-10-21 Petersen

3 0130172736 P012-01-03 Pbdou

4 0160310197 P016-10-27 Black et al.

5 0156215184 P015-04-23 Black et al.

6 0160175113 P016-06-23 | ins

7 ?0146209512 P014-12-22 | ins

8 0140277165 P014-09-18 Katzman et al.

If you wish to add additional U.S. Published Application citation information please click the Add button,| Add

FOREIGN PATENT DOCUMENTS

Remove

Examiner
Initial*

Cite
No

Foreign Document
Number3

Country
Code2j

Kind

Codet

Publication
Date

Name of Patentee or
Applicant of cited
Document

Pages,Columns,Lines
where Relevant
Passages or Relevant
Figures Appear

Ts

If you wish to add additional Foreign Patent Document citation information please click the Add button

EFS Web 2.1.17
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Application Number 16718189
Filing Date 2019-12-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.9%)

First Named Inventor | Schifano, Troy
Art Unit

Examiner Name

Aftorney Docket Number 13709.02.USU06

NON-PATENT LITERATURE DOCUMENTS Remove

Include name of the author {in CAPITAL LETTERS), title of the article (when appropriate), title of the item
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), TS
publisher, city and/or country where published.

Examiner| Cite
Initials* | No

If you wish to add additional non-patent literature document citation information please click the Add button| Add

EXAMINER SIGNATURE

Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through a
citation if not in conformance and not considered. Include copy of this form with next communication to applicant.

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO

Standard ST.3). 2 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document.
4 Kind of document by the appropriate symbols as indicated on the document under WIPQ Standard ST.16 if possible. 9 Applicant is to place a check mark here if|
English language translation is attached.
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Application Number 16718189

Filing Date 2019-12-18

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

First Named Inventor | Schifano, Troy

. Art Unit
( Not for submission under 37 CFR 1.9%)

Examiner Name

Aftorney Docket Number 13709.02.USU06

CERTIFICATION STATEMENT

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

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

OR

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

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

See attached certification statement.
X The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

SIGNATURE

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

Signature {William K_ Nelson/ Date (YYYY-MM-DD) 2020-03-26
Name/Print William K. Nelson Registration Number 63501

This collection of information is required by 37 CFR 1.97 and 1.98. 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.5.C. 122 and 37 CFR
1.14. This collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to
process and/or examine your submission related to a patent application 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.5.C. 552) and the Privacy Act (5 U.5.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these record s.

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

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

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for
the information in order to perform a contract. Recipients of information shall be required to comply with the
requirements of the Privacy Act of 1874, as amended, pursuant to 5 U.S.C. 552a(m).

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.

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.5.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services, or
his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to
recommend improvements in records management practices and programs, under authority of 44 U.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.

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.5.C. 151. Further, a record
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in
an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

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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Electronic Patent Application Fee Transmittal

Application Number: 16718189

Filing Date: 18-Dec-2019

Title of Invention:

METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND

FUSION
First Named Inventor/Applicant Name: Troy Schifano
Filer: William Kenneth Nelson
Attorney Docket Number: 13079.02.USU06
Filed as Small Entity
Filing Fees for Utility under 35 USC111(a)
.. . Sub-Total in
Description Fee Code Quantity Amount USD($)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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Description Fee Code Quantity Amount Sull)j-s'l';(tsa\)l in
Miscellaneous:
SUBMISSION- INFORMATION DISCLOSURE STMT 2806 1 120 120
Total in USD ($) 120

Petitioner's Ex. 1008

Page 295




Electronic Acknowledgement Receipt

EFS ID: 38971766
Application Number: 16718189
International Application Number:
Confirmation Number: 1038
. . METHOD AND IMPLANT SYSTEM FOR SACROILIAC JOINT FIXATION AND
Title of Invention:
FUSION
First Named Inventor/Applicant Name: Troy Schifano
Customer Number: 13442
Filer: William Kenneth Nelson
Filer Authorized By:
Attorney Docket Number: 13079.02.USU06
Receipt Date: 26-MAR-2020
Filing Date: 18-DEC-2019
Time Stamp: 04:04:37
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type DA
Payment was successfully received in RAM $120
RAM confirmation Number E20203P504513492
Deposit Account
Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

Petitioner's Ex. 1008
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File Listing:

Document .. . File Size(Bytes)/ Multi Pages
Document Description File Name . . .
Number Message Digest | Part/.zip| (ifappl.)
612546
1 Information DFlscIosuSréeOZtatement (IDS) 20200326_IDS_3.pdf no 5
orm ( ) c6e18ae3f4clfbcf218aab92546af088f2a0d
3le
Warnings:
Information:
30354
2 Fee Worksheet (SB06) fee-info.pdf no 2
ee37edfc12740f029b15e2bcef13a258d00b|
Warnings:
Information:
Total Files Size (in bytes): 642900

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

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810}, a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Doc code: IDS PTO/SBI08a (01-10)
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