Doc code: IDS PTO/SB/08a (03-15)

v . . ' Approved for use through 07/31/2016. OMB 0651-0031
Doc description: Information Disclosure Statement (IDS) Filed 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 CMB control number.

Application Number 15642096
Filing Date P017-07-05

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

First Named Inventor ‘ | eonard BELL
Art Unit | 1662
Examiner Name ‘ Not Yet Assigned

Aftorney Docket Number | AXJ-114BUSCN5S

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E).(gm*lner Cite Patent Number Kind Issue Date Na’T‘e of Patentee or Applicant Relevant Passages or Relevant
Initial No Code! of cited Document )
Figures Appear
1
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
T Cite No . Relevant Passages or Relevant
Initial Number Code’| Date of cited Document )
Figures Appear
1

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

FOREIGN PATENT DOCUMENTS Remove

Name of Patentee or Pages,Columns,Lines

Examiner| Cite | Foreign Document Country Kind | Publication Apolicant of cited where Relevant Ts
Initial* No | Number3 Code?j Code#| Date PP Passages or Relevant
Document .
Figures Appear

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

NON-PATENT LITERATURE DOCUMENTS Remove
. .. | Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item
Examiner| Cite S - . )
e (book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), TS
Initials No . - .
publisher, city and/or country where published.

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /J.L.R/

Samsung Bioepis Exhibit No. 1032
Page 001



INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

FUNG, M. et al., "Inhibition of complement, neutrophil, and platelet activation by an anti-factor D monoclonal antibody
In simulated cardiopulmonary bypass circuits,” The Journal of Thoracic and Cardiovascular Surgery, vol. 122
1):113-121 (2001)

[SARBA, "Total serum lactate dehydrogenase activity in acute Plasmodium falciparum malaria infection,” Singapore
Medical J. , 46(11):632-634 (2005)

[GARCIA et al., "Effect of Preservatives on IgG aggregation, Complement-activating Effect and Hypotensive Activity of
Horse Polyvalent Antivenom Used in Snakebite Envenomation,” Biclogicals, vol. 30:143-151 (2002).

[5enes and Disease, Paroxysmal noctumal hemoglobinuria [Retrieved on 2003-06017]. Retrieved from the world wide
veb at nebi.nim_nih_gov/disease/PNH html

[Grounds of Appeal filed on November 11, 2014 in the related European Opposition, European Patent No. 1720571,
bages 1-15.

HALE, et al., "Blood concentrations of alemtuzumab and antiglobulin responses in patients with chronic lymphocytic
eukemia following intravenous or subcutaneous routes of administration,” Blood, 224(4):948-955 (2004)

HALL et al., "Primary prophylaxis with warfarin prevents thrombosis in paroxysmal nocturnal hemoglobinuria (PNH),"
Blood, vol. 102(3):587-591 (2003)

HARDING, J., "Eculizumab, Drugs of the Future,” Pro us Science, ES, Vol. 29(7):673-676, XP008113000 (2004).

HILL et al., "Improvement in the symptoms of smooth muscle dystonia during eculizumab therapy in paroxysmal
hoctumal hemoglobinuria,” Haematology, 90(12): Abstract #£CRA40; (2005).

10

HILL et al., "Sustained Control of Hemolysis and Symptoms and Reduced Transfusion Requirements over a Period of
P Years in Paroxysmal Noctumal Hemoglobinuria (PNH) with Eculizumab Therapy,” Blood, vol. 104:Abstract 2823
2004) with ASH poster final 2004 .ppt.

1

HILL et al., "Sustained response and long-term safety of eculizumab in paroxysmal nocturnal hemoglobinuria,” Blood,
vol. 106(7): 2559-2565 (2005).

EFS Web 2.1.17

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /J.L.R/

Samsung Bioepis Exhibit No. 1032
Page 002




INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

12

HILL et al., "Eculizumab for the treatment of paroxysmal nocturnal hemoglobinuria,” Clin. Adv. in Hemat. & Onc._, vol.
3(11):849-850 (2005)

13

HILL et al_, "Nitric oxide consumption and pulmonary hypertension in patients with paroxysmal nocturnal
hemoglobinuria,” Blood, vol. 105:Abstract 1046 (2005)

14

HILL et al., "Protection of erythrocytes from human complement-mediated lysis by membrane targeted recombinant
Foluble CDS9: a new approach to PNH therapy,” Blood, vol. 107(5):2131-2137 (2006)

15

HILL, et al., "Effect of Eculizumab on hemolysis and transfusion requirements in patients with paroxysmal nocturnal
hemoglobinuria,” N Engl J Med_, vol. 350(6): 552-559 (2004)

16

HILLMAN, et al., "Effect of the complement inhibitor eculizumab on thromboembolism in patients with paroxysmal
hoctumal hemoglobinuria,” Blood, vol. 110(12).4123-4128 (2007).

17

HILLMEN et al., "Eculizumab, a C5 Complement-blocking Antibody, Abolishes Hemolysis and Renders Hemolytic
Patients with Paroxysmal Noctumal Hemoglobinuria (PNH) Transfusion Independent,” 44th ASH Annual Meeting,
Blood, vol. 100 (11) (Abstract No. 154) (2002).

18

HILLMEN et al., "Eculizumab, a C5 Complement-Blocking Antibody, Controls Hemolysis in Paroxysmal Nocturmnal
Hemoglobinuria {(PNH) with Responses Maintained over prolonged Period of Therapy,” Journal of The American
Bociely of Hemaltology, vol. 102(11), Abstract 1858 (2003).

19

HILLMEN et al., "Effect of eculizumab on hemolysis and transfusion requirements in patients with paroxysmal
hocturnal hemoglobinuria,” N Engl J Med_, vol. 350: 552-559 (2004).

20

HILLMEN et al., "The complement inhibitor eculizumab in paroxysmal nocturnal hemoglobinuria,” N Engl J. Med 355
[1233-1243 (2006).

21

HILLMEN et al., "Eculizumab, a C5 Complement-blocking Antibody, Abolishes Hemolysis and Renders Hemolytic
Patients with Paroxysmal Nocturnal Hemoglobinuria {PNH) Transfusion Independent,” 44th ASH Annual Meeting
Abstract) Blood, vol. 100 (11) (Abstract No. 154) (2002).

22

HILLMEN et al., "The terminal complement inhibitor eculizumab reduces thrembosis in patients with paroxysmal
hoctunal hemoglobinuria,” Blood, vol. 108(11 ):Abstract 123 (2006) XP(02482084. 48th Annual Meeting of The
rmerican Sociely of Hematology. December 9-12, 2006.

EFS Web 2.1.17

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /J.L.R/

Samsung Bioepis Exhibit No. 1032
Page 003




INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

ILLMEN et al., "Eculizumab, a C5 complement blocking antibody, is the first therapy to reduce transfusion
23 equirements in patients with paroxysmal nocturnal haemoglobinuria (PNH)," British Joumnal of Haematology, Vol.121,
upplement 1, page 87, XP009144758 (2003). 43rd Annual Scientific Meeting of the British Society for Haematology,
pril 7-9, 2003.
24  |INOUE et al., "Molecular genetics of paroxysmal nocturnal hemoglobinuria,” Int. J. Hematol., vol. 77(2):107-112(2003)
25 IASINSKI et al. "A novel mechanisms of complement-independent clearance of red cells deficient in glycosyl
bhosphatidylinositollinked proteins,” Blood, vol. 103(7):2827-2834 (2004)
26 KAPLAN "Eculizumab Alexion™ Current Opinion in Invest. Drugs, vol. 3(7):1017-1023 (2002)
27 KATO et al. "Deconstructing sickle cell disease: reappraisal of the role of hemolysis in the development of clinical
Fubphenotypes " Blood Reviews, vol. 21: 37-47 (2007)
8 KINOSHITA, "Molecular pathogenesis of Paroxysmal Nocturnal Haemoglobinuria,” XXVIth World Congress of the
International Society of Haematology, Singapore, 25-29 August, 1996.
29 | EE et al., "Neisseria meningitidis Bacteremia in Association with Deficiency of the Sixth Component of Complement,”
Infection and Immunity, vol. 24(3): 656-660 {(1979)
30 | UZZATTO, et al., "Recent advances in biological and clinical aspects of paroxysmal nocturnal hemoglobinuria,” Intl. J
Hematol , vol. 84:104-112 (2006).
31 MACNEIL, Eculizumab could be paroxysmal nocturnal hemoglobinuria breakthrough,” MacNeil, J.S., Medscape from
WebMD [Retrieved on 2003-06-17. Retrieved from the Intermnet: hitp://iwww medscape com/viewarticle/446336.
32 MALONEY, D. et al., "IDEC-C2B8 (Rituximab) Anti-CD20 Monoclonal Antibody Therapy in Patients with Relapsed
| ow-Grade Non-Hodgkin's Lymphoma,” Blood, vol. 90{6):2188-2195 (1997)
33 MARTIN, F. et al., "Pathogenic Roles of B Cells in Human Autoimmunity: Insights from the Clinic,” Immunity, vol. 20:
b17-527 (2004)

EFS Web 2.1.17

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /J.L.R/

Samsung Bioepis Exhibit No. 1032
Page 004




INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

34 MERCK MANUAL of Diagnosis and Therapy (The), Seventeenth Edition, Chapter 127, Anemias, pp. 849-883 (1999).

35 MEYERS, et al. "Management Issues in Paroxysmal Noctumal Hemoglobinuria," International Journal of Hematology,
F'7-125-132 (2003).

36 MOLLNES, T. et al., "Strategies of therapeutic complement inhibition,” Molecular Immunology, vol. 43: 107-121 (2006

37 MORRIS J. T. et al., "Recurrence of neisserial meningococcemia due to deficiency of terminal complement
Fomponent,” Southern Medical Journal, vol. 85(10):1030-1031, ISSN: 0038-4348 (Oct. 1992)

38 MORRIS, M. et al., "Recurrence of Neisserial Meningococcemia Due to Deficiency of Terminal Complement
[Component,” Southermn Medical Journal, vol. 85{10): 1030-1031 (1992)
MORTAZAVI et al., "The spectrum of PIG-A gene mutations in aplastic anemia/paroxysmal noctumnal hemoglobinuria

39 AAIPNH): a high incidence of multiple mutations and evidence of a mutational hot spot,” Blood, vol. 101:2833-2841
2003)

40 MOYO, et al., "Natural history of paroxysmal nocturnal haemoglobinuria using modemn diagnostic assays,” British J
Haematology, vol. 126:133-138 (2004).
MUELLER, J. et al., "Humanized Porcine VCAM-Specific Monoclonal Antibodies with Chimeric IgG2/G4 Constant

41 Regions Block Human Leukocyte Binding to Porcine Endothelial Cells,” Molecular Immunology, vol. 34(6):441-452
1997)

42 MUELLER, J., "Humanized Porcine VCAM-Specific Monoclonal Antibodies with Chimeric IgG2/G4 Constant Regions
Block Human Leukocyte Binding to Porcine Endothelial Cells,” Molecular Immunology, vol. 34(6): 441-452 {(1997)

43 Notice of Opposition filed in EP 2359834 B1 on behalf of Amgen, Inc., dated August 4, 2017, 22 pages.

44 Notice of Opposition filed in EP 2359834 B1 on behalf of Hoffmann Eitle, dated August 9, 2017, 26 pages.

EFS Web 2.1.17

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /J.L.R/

Samsung Bioepis Exhibit No. 1032
Page 005




INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

45 Notice of Opposition for EP Patent No. 1720571, dated 3/18/2013.
46 [DSBORNE, R., "Alexion Offers Early, Mixedphase Ill Data for Heart Drug,” Bioworld Today, vol. 14, Issue 151 (Aug 6,
P003), 3 pages.
47 [DSBORNE, J. et al., "Current methods for the generation of human antibodies for the treatment of autoimmune
Hiseases," Drug Discovery Today, vol_ 8 (18): 845-831 { 2003)
48 Dther News To Note, BIOWORLD Today (Aug 9, 2002): 5 pages.
49 PARKER et al., Diagnosis and management of paroxysmal nocturnal hemoglobinuria, Blood; 106(12):3699-3709
2005)
Paroxysmal nocturmnal hemoglobinuria, included PNH, included phosphatidylinositel glycan, class A, pseudogene 1,
50 ncluded pigap1, included piga-related processed gene, included [online]. OM 1M-Online Medelian Inheritance in Man
ohn Hopkins University [Retrieved on 2003-06-18]. Retrieved from the world wide web at ncbi nlm_nih_gov/entrez/
uery.fcgi?cmd=Retrieve&db=0MIM&dopt=detailed ...

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

EXAMINER SIGNATURE

Examiner Signature | /IAMES I. ROGERS/ Date Considered ‘ 04/30/2019

*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 201.04. 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

English language translation is attached.

EFS Web 2.1.17

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /J.L.R/

Samsung Bioepis Exhibit No. 1032
Page 006




Application Number 15642096

Filing Date 2017-07-05

INFORMATION DISCLOSURE First Named Inventor ‘ Leonard BELL

STATEMENT BY APPLICANT

N Art Unit | 1662
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

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

[l any individual designated in 37 CFR 1.56(c) moare 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.

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 MJill Gorny Sloper, Esq./ Date (YYYY-MM-DD) 2017-08-22
Name/Print Jill Gomny Sloper, Esq. Registration Number FSO,?GO

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.S.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 3 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.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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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 Nill Gorny Sloper, Esq./ Date (YYYY-MM-DD) 2018-03-28

Name/Print Jill Gorny Sloper, Esq. Registration Number 60,760

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

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to
process and/or examine your submission related to a patent application 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 (56 U.S.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these record s.

A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence to a court,
magistrate, or administrative fribunal, 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 Intemational 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 Nationa
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 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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| hereby certify that this paper (along with any paper referred to as being attached
or enclosed) is being transmitted via the Office electronic filing system in
accordance with 37 CFR § 1.6(a)(4).

Dated: August 22, 2017 Docket No.: AXJ-114BUSCNS5

Electronic Signature for Jill Gorny Sloper, Esq.: Alill Gorny Sloper, Esq./

(PATENT)
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
In re Patent Application of:
Leonard Bell et al.
Application No.: 15/642,096 Confirmation No.: 7606
Filed: July 5, 2017 Art Unit: 1662
For: TREATMENT OF PAROXYSMAL Examiner: Not Yet Assigned

NOCTURNAL HEMOGLOBINURIA
PATIENTS BY AN INHIBITOR OF
COMPLEMENT

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

INFORMATION DISCLOSURE STATEMENT (IDS)

Dear Sir:

In compliance with 37 C.F.R. § 1.56, 1.97 and 1.98, the attention of the Patent and
Trademark Office is hereby directed to the documents listed on the attached PTO/SB/08. It is
respectfully requested that the documents listed on the PTO/SB/08 be expressly considered by the
Examiner during the prosecution of this application, and that the documents be made of record

therein and appear among the “References Cited” on any patent to issue therefrom.

The present application is a continuation of U.S. Application No. 15/284,015, filed October
3, 2016 (Atty. Docket No. AXJ-114BUSCN4). For the Examiner's convenience in reviewing this
continuation application, Applicant submits a consolidated PTO Form SB/0S, listing all references
cited during the prosecution of the parent applications. In accordance with 37 C.F.R. §1.98(d),
copies of the references previously cited by or submitted to the Office in the parent applications are

not enclosed, but will be provided upon request.

ALL REFERENCES CONZSIDERED EXCEPT WHERE LINED THRCOUGH. /J.L.R/

Samsung Bioepis Exhibit No. 1032
Page 013



Application No.: 15/642,096 (Information Disclosure Statement)  Docket No.: AXJ-114BUSCNS5

Additionally, in accordance with 37 C.F.R. § 1.98(a)(2)(i)-(iv), Applicant submits herewith

copies of foreign patents and non-patent literature references, but has not included copies of U.S.

patents and U.S. patent applications.

Applicant calls to the attention of the Examiner the following Applications and Office

Actions cited therein:

Examiner’s | Serial No. Filing Date First Named Inventor | Docket No.
Initials
15/284,015 | 10-03-2016 Leonard Bell AXJ-114BUSCN4
15/260,888 | 09-09-2016 Leonard Bell AXJ-114BUSCN3
15/148,839 | 05-06-2016 Leonard Bell AXJ-114BUSCN2
13/426,973 | 03-22-2012 Leonard Bell AXJ-114BUSCN
12/225,040 | 05-13-2009 Leonard Bell AXJ-114BUS
12/621,792 | 11-19-2009 Leonard Bell AXJ-114DV
10/771,552 | 02-03-2004 Leonard Bell AXJ-114RCE
11/050,543 | 02-03-2005 Leonard Bell AXJ-114CPRCE
11/595,118 | 11-08-2006 Leonard Bell AXJ-114CP2
12/902,617 | 10-12-2010 Leonard Bell AXJ-114CPCN
13/335,518 | 12-22-2011 Leonard Bell AXJ-114CPCN2RCE
Examiner’s Serial No. Date Mailed from Examiner
Initials USPTO
15/284,015 07-03-2017 J. Rogers
15/284,015 04-11-2017 J. Rogers
15/284,015 11-01-2017 J. Rogers
15/260,888 06-28-2017 J. Rogers
15/260,888 04-11-2017 J. Rogers
15/260,888 12-22-2016 J. Rogers
15/260,888 10-27-2016 J. Rogers
15/148,839 06-07-2017 J. Rogers
15/148,839 04-04-2017 J. Rogers
15/148,839 08-16-2016 J. Rogers
13/426,973 01-27-2014 J. Rogers
13/426,973 05-31-2013 J. Rogers
13/426,973 08-20-2012 J. Rogers
12/225,040 09-22-2011 J. Rogers
12/225,040 06-01-2011 J. Rogers
2
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Application No.: 15/642,096 (Information Disclosure Statement)  Docket No.: AXJ-114BUSCNS5
12/225,040 04-11-2011 J. Rogers
12/621,792 09-30-2010 P. Gambel
10/771,552 12-22-2008 F. Vandervegt
10/771,552 03-21-2008 F. Vandervegt
10/771,552 08-10-2007 F. Vandervegt
10/771,552 02-26-2007 F. Vandervegt
10/771,552 09-26-2006 F. Vandervegt
11/050,543 07-09-2010 P. Gambel
11/050,543 04-02-2008 F. Vandervegt
11/050,543 10-10-2007 F. Vandervegt
11/050,543 06-11-2007 F. Vandervegt
11/595,118 01-21-2011 P. Gambel
11/595,118 10-05-2010 P. Gambel
11/595,118 07-07-2010 P. Gambel
11/595,118 04-03-2009 F. Vandervegt
12/902,617 06-23-2011 P. Gambel
12/902,617 04-04-2011 P. Gambel
13/335,518 08-22-2016 P. Gambel
13/335,518 09-12-2014 P. Gambel
13/335,518 02-06-2014 P. Gambel
13/335,518 11-07-2013 P. Gambel

/IBMES L ROGERS/ 04/30/2019

The Examiner is requested to review the file histories of these applications, including cited

references, Office Actions, Responses, etc., and is asked to contact Applicant’s Attorney if the

Examiner would like the Applicant to supply copies of any or all of the information included in any

of these applications. For any of these applications, if Applicant’s Attorney is not contacted by the

Examiner with such a request, then it will be concluded that the Examiner has reviewed or will

review the file content of these applications.

Applicant respectfully requests that the Examiner initial the blank columns next to the cited

Applications and Office Actions, to indicate that the information has been considered by the

Examiner. Alternatively, Applicant requests that the Examiner insert the phrase, “All references

considered except where lined through,” on each page of the Information Disclosure Statement,

along with the Examiner’s initials.
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Application No.: 15/642,096 (Information Disclosure Statement)  Docket No.: AXJ-114BUSCNS5

The filing of this Information Disclosure Statement is not to be interpreted as a
representation that the cited documents are material, that an exhaustive search has been conducted,
or that no other relevant information exists. Nor shall the citation of any documents herein be
construed per se as a representation that such document is prior art. Moreover, Applicant

understands the Examiner will make an independent evaluation of the cited documents.

This Information Disclosure Statement is filed within three months of the U.S. filing date

(37 C.ER. § 1.97(b)(1)).

Dated: August 22, 2017 Respectfully submitted,

Electronic signature: /Jill Gorny Sloper, Esq./
Jill Gorny Sloper, Esq.

Registration No.: 60,760

NELSON MULLINS RILEY & SCARBOROUGH LLP
One Post Office Square

Boston, Massachusetts 02109-2127

(617) 217-4630

(617) 217-4699 (Fax)

Attorney/Agent For Applicant
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Doc code: IDS PTO/SB/08a (03-15)

v . . ' Approved for use through 07/31/2016. OMB 0651-0031
Doc description: Information Disclosure Statement (IDS) Filed 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 CMB control number.

Application Number 15642096
Filing Date P017-07-05

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

First Named Inventor ‘ | eonard BELL
Art Unit | 1662
Examiner Name ‘ Not Yet Assigned

Aftorney Docket Number | AXJ-114BUSCN5S

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E).(gm*lner Cite Patent Number Kind Issue Date Na’T‘e of Patentee or Applicant Relevant Passages or Relevant
Initial No Code! of cited Document )
Figures Appear
1
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
T Cite No . Relevant Passages or Relevant
Initial Number Code’| Date of cited Document )
Figures Appear
1

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

FOREIGN PATENT DOCUMENTS Remove

Name of Patentee or Pages,Columns,Lines

Examiner| Cite | Foreign Document Country Kind | Publication Apolicant of cited where Relevant Ts
Initial* No | Number3 Code?j Code#| Date PP Passages or Relevant
Document .
Figures Appear

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

NON-PATENT LITERATURE DOCUMENTS Remove
. .. | Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item
Examiner| Cite S - . )
e (book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), TS
Initials No . - .
publisher, city and/or country where published.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

PCT/US2007/006606 Certified Copy of Priority document US 60/783,070, March 15, 2006, 43 pages.

PIERANGELLS. et al., "Requirement of activation of complement C3 and C5 for antiphospholipid antibody-mediated
hrombophilia,” Arthritis & Rheumatology, vol. 52, Issue 7: 2120-2124(2005)

REITER et al., "Cell-free hemoglobin limits nitric oxide bioavailability in sickle-cell disease,” Nature Med., vol. 8
12):1383-1389(2002)

RICHARDS et al., "Evolution of GPI-Deficient Clones Predicts Clinical Course in Paroxysmal Nocturnal
Haemoglobinuria,” Blood, vol. 104:Abstract 172 (2004)

RICKLIN, D. et al., "Complement-targeted therapeutics,” Nature Biotechnology, vol. 253(11): 1265-1275 (2007)

RODARY et al., "Patient preference for either the EORTC QLQ-C30 or the FACIT Quality of Life (QOL) measures: a
Ftudy performed in patient suffering from carcinoma of an unknown primary site (CUP)," European Journal of Cancer,
Mol. 40, pp. 521-528 (2004).

Rosse et al. "Immune-mediated hemolytic anemia" Hematology Am Soc, 48-62 (2004)

ROTHER et al., "The clinical sequelae of intravascular hemolysis and extracellular plasma hemoglobin, " JAMA, vol.
P93(13):1653-1662 (2005).

ROTHER et al., Eculizumab, a C5 complement-blocking antibody, abolishes hemolysis and reduces transfusion
Hependency in patients with paroxysmal nocturnal hemoglobinuria (PNH)," Molecular Immunology, Vol. 40(2-4). page
1197, XP009163498, (2003).

10

ROTHER et al., "Discovery and development of the complement inhibitor eculizumab for the treatment of paroxysmal
hocturnal hemoglobinuria,” Nature Biotechnology, vol. 25 {(11): 1256-1264 (2007)

1

Pafety and Effectiveness of h5G1.1-mAb for dermatomyositis” clinicaltrials.gov identifier NCT00005571, April 25, 2000
pp. 1-4
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

12 BIERRA, G. et al., "Vaccine against group B Neisseia meningitidis: Protection trial and mass vaccination results in
Cuba,” NIPH ANNALS 1991, vol. 14(2):195-210, ISSN: 0332-5652 (1991)

13 Boliris® (eculizumab) Highlights of prescribing information, 8 pages

14 BTEBLER et al., "High-dose recombinant human erythropoietin for treatment of anemia in myelodysplastic syndromes
Bnd paroxysmal nocturnal hemoglobinuria: a pilot study," Exp. Hematol_, vol. 18:1204-1208 (1990).

15 BTRAUSS et al. "Alternative pathway of complement in sickle cell disease,” Pediat. Res., vol. 11:285-289 (1977}

16 BTUART et al., "Sickle-cell disease,” Lancet, vol. 364:1343-1360 (2004}

17 ITANG, et al., "Pikal, Design of Freeze-Drying Processes for Pharmaceuticals: Practical Advice,” Pharmaceutical
Research, Vol. 21 (2):191-200 (2004).

18 |The MERCK MANUAL of Diagnosis and Therapy, Seventeenth Edition, Chapter 127 Anemias,; pp. 849-883 (1999)_;

19 ITHOMAS et al., "Inhibition of complement activity by humanized anti-C5 antibody and single-chain Fv, " Mol. Imm., vol
B3{17-18):1389-1401 (1996)

20 JS Pharmacopeia (USP29-NF24), p. 2989, retrieved from http://iwww.pharmacopeia.cn/v29240/usp29nf24s0 c1136.
html on May 17, 2017, 4 pages.

21 MAKEVA, et al., "Myocardial infarction and apoptosis after myocardial ischemia and reperfusion,” Circulation vol.
D7-2259-2267 (1998).

22 WANG, W. et al., "Antibody Structure, Instability, and Formulation" Journal of Pharmaceuticals, vol. 96(1): 26 pages
2007)
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096
Filing Date 2017-07-05
First Named Inventor ‘ Leonard BELL
Art Unit | 1662
Examiner Name ‘ Not Yet Assigned

Attorney Docket Number

| AXJ-114BUSCN5

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

EXAMINER SIGNATURE

Examiner Signature

/IBMES L ROGERS/

Date Considered ‘ 04/30/2019

*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 201.04. 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

English language translation is attached.
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Application Number 15642096

Filing Date 2017-07-05

INFORMATION DISCLOSURE First Named Inventor ‘ Leonard BELL

STATEMENT BY APPLICANT

N Art Unit | 1662
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number | AXJ-114BUSCN5

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

[l any individual designated in 37 CFR 1.56(c) moare 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.

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 MJill Gorny Sloper, Esq./ Date (YYYY-MM-DD) 2017-08-22
Name/Print Jill Gomny Sloper, Esq. Registration Number FSO,?GO

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.S.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 3 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.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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Doc code: IDS
Doc description: Information Disclosure Statement (IDS) Filed

PTO/SB/08a (03-15)

Approved for use through 07/31/2016. OMB 0651-0031
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 CMB control number.

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096
Filing Date P017-07-05
First Named Inventor ‘ | eonard BELL
Art Unit | 1662
Examiner Name ‘ Not Yet Assigned

Aftorney Docket Number | AXJ-114BUSCN5S

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns, Lines where
T Patent Number Issue Date . Relevant Passages or Relevant
Initial No Code! of cited Document )
Figures Appear
1 H686100 1987-08-11 Raffin et al.
2 b135916 1992-08-04 Sims et al.
3 b660825 [1997-08-26 Sims et al.
4 5171586 P001-01-09 | am et al.
5 5355245 P002-03-12 Fvans et al.
6 7361339 P008-04-22 Bell
7 7482435 P009-01-27 Bowdish et al.
8 0718880 P017-08-01 Bell et al.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096
Filing Date 2017-07-05
First Named Inventor ‘ Leonard BELL
Art Unit | 1662
Examiner Name ‘ Not Yet Assigned

Attorney Docket Number

| AXJ-114BUSCN5

9 P725504 P017-08-08 Bell et al.
10 P732149 P017-08-15 Bell et al.
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
- Cite No . Relevant Passages or Relevant
Initial Number Code’| Date of cited Document )
Figures Appear
1 0030202972 A1 P003-10-30 Andya et al.
2 20030049260 A1 P003-03-13 Bell
3 20030049683 A1 P003-03-13 Bowdish et al.
4 20040219147 A1 P004-11-04 Bell
5 00040038308 D004-02-26 Rother et al.
6 20040253242 A1 P004-12-16 Bowdish et al.
7 0050036991 A1 P005-02-17 Fodor
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1662

Examiner Name ‘ Not Yet Assigned

Attorney Docket Number

| AXJ-114BUSCN5

8 20050191298 A1 2005-09-01 Bell et al.

9 20050221382 Al P005-10-06 Rother

10 20050169921 A1 005-08-04 Bell et al.

1 20050226870 Al P005-10-13 Mang et al.
12 20050271660 A1 005-12-08 MWang

13 20060057679 Al P006-03-16 [D'Keefe et al.
14 20060263349 A1 2006-11-23 McCutcheon et al.
15 20070116710 Al P007-05-24 Bell et al.

16 20090028850 A1 2009-01-29 Rother et al.
17 20090220508 Al P009-09-03 Bell et al.
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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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28 1).S. Application No. 13/426,973, File History, 545 pages.

29 |).S. Patent No. 9,718,880 B2, File History, 412 pages.

30 |).S. Patent No. 9,725,504 B2, File History, 836 pages.

31 |).S. Patent No. 9,732,149 B2, File History, 405 pages.

32 Winter, G. and Harris, W., "Humanized Antibodies,” TiPS, vol. 14:139-143 (1993).

33 Jroung, N, etal., "Sa_fety_ and Efﬁcacy of the Terminal Complement Inhibitor Eculizumab in Patients with Paroxysmal
Nocturnal Hemoglobinuria: Interim Shepherd Phase 1l Clinical Study," Blood, vol. 108: Abstract 971: 4 pages (2006).
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Application Number 15642096
Filing Date 2017-07-05

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

First Named Inventor ‘ Leonard BELL
Art Unit | 1644

Examiner Name ‘ J. L. Rogers
Attorney Docket Number |AXJ-114BUSCN5

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

EXAMINER SIGNATURE
Examiner Signature /JAMES L ROGERS/ Date Considered ‘ 04/30/2019

*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 201.04. 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
English language translation is attached.
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Application Number 15642096

Filing Date 2017-07-05

INFORMATION DISCLOSURE First Named Inventor ‘ Leonard BELL

STATEMENT BY APPLICANT

N Art Unit | 1644
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

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

[l any individual designated in 37 CFR 1.56(c) moare 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.

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 MJill Gorny Sloper, Esq./ Date (YYYY-MM-DD) 2019-04-29
Name/Print Jill Gomny Sloper, Esq. Registration Number FSO,?GO

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.S.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 3 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.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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Doc code: IDS PTO/SB/08a (02-18)
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Doc description: Information Disclosure Statement (IDS) Filed U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERGE

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.

Application Number 156642096

Filing Date 2017-07-05
INFORMATION DISCLOSURE First Named Inventor |Leonard BELL
STATEMENT BY APPLICANT A Unit | ”
( Not for submission under 37 CFR 1.99)

Examiner Name | J. L. Rogers

Attorney Docket Number |AXJ-114BUSCN5

U.S.PATENTS
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If you wish to add additional U.S. Patent citation information please click the Add button.
U.S.PATENT APPLICATION PUBLICATIONS

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

Examiner; Cite No Publication Kind | Publication Name of Patentee or Applicant
Initial* Number Code’| Date of cited Document

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

FOREIGN PATENT DOCUMENTS

Foreign D t Name of Patentee or Pages,Columns, Lines
Examiner| Cite | ©re!9n 2 ocumen Country Kind | Publication Applicant of cited where Relevant T5
Initial* No |Number Code?i Code#| Date PP Passages or Relevant
Document .
Figures Appear
1 L]

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

NON-PATENT LITERATURE DOCUMENTS

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
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Application Number 15642096
Filing Date 2017-07-05

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.99)

First Named Inventor | Leonard BELL

Art Unit | 1644

Examiner Name | J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

1 Termination of opposition proceedings of European Patent No. 1720571, dated April 13, 2018, 16 pages. |:|

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

EXAMINER SIGNATURE

/IBMES L ROGERS/

Examiner Signature Date Considered 04/30/2019

*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 USPETCLGOY or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO

Standard ST.3). 3 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 WIPO Standard ST.16 if possible. % Applicant is to place a check mark here iff
English language translation is attached.
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Application Number 15642096

Filing Date 2017-07-05

INFORMATION DISCLOSURE

First Named Inventor | Leonard BELL

STATEMENT BY APPLICANT

o Art Unit | 1644
( Not for submission under 37 CFR 1.99)

Examiner Name | J. L. Rogers

Attorney Docket Number |AXJ-114BUSCN5

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 Nill Gorny Sloper, Esq./ Date (YYYY-MM-DD) 2018-04-27

Name/Print Jill Gorny Sloper, Esq. Registration Number 60,760

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

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be advised
that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited
is voluntary; and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark Office is to
process and/or examine your submission related to a patent application 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 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 fribunal, 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 Nationa
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 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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Doc code: IDS
Doc description: Information Disclosure Statement (IDS) Filed

PTO/SB/08a (02-18)

Approved for use through 11/30/2020. OMB 0651-0031
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 CMB control number.

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096
Filing Date P017-07-05
First Named Inventor ‘ | eonard BELL
Art Unit | 1644
Examiner Name ‘ J. L. Rogers

Aftorney Docket Number

| AXJ-114BUSCN5

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E).(gm*lner Cite Patent Number Kind Issue Date Na’T‘e of Patentee or Applicant Relevant Passages or Relevant
Initial No Code! of cited Document .
Figures Appear
1 b407213 P002-06-18 Carter et al.
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
T Cite No . Relevant Passages or Relevant
Initial Number Code’| Date of cited Document )
Figures Appear
1 0030232972 A1l P003-12-18 Bowdish et al.
2 20040146948 A1 P004-07-29 Britton et al.

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

FOREIGN PATENT DOCUMENTS

Remove

Name of Patentee or Pages,Columns,Lines
Examiner| Cite | Foreign Document Country Kind | Publication Apolicant of cited where Relevant Ts
Initial* No | Number3 Code2j Code4| Date PR Passages or Relevant
Document .
Figures Appear
1 |f720571 p B9 [2012-10-24 lﬁ'{fmm Pharmaceuticals,
2 |ji7s5674 P Bl [2014-11-1g |[lexion Phammaceutioals,
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096
Filing Date 2017-07-05
First Named Inventor ‘ Leonard BELL
Art Unit | 1644
Examiner Name ‘ J. L. Rogers

Attorney Docket Number

| AXJ-114BUSCN5

3 006122257 0 A2 2006-11-16 .Anlgxion Pharmaceuticals,
4 hos8s8g82 P B1 2014-12-17 .Anlte:xion Pharmaceuticals,
5 013235 P A 2009-01-14 .Anlgxion Pharmaceuticals,
6 D061810 P B1 2014-11-12 .Anlte:xion Pharmaceuticals,
7 P089058 P A2 2009-08-19 .Anlgxion Pharmaceuticals,
8 D815767 P A 2014-12-24 .Anlte:xion Pharmaceuticals,
9 910253 P A 2015-08-26 .Anlgxion Pharmaceuticals,
10 3056218 P IX 2016-08-17 .Anlte:xion Pharmaceuticals,
11 P380907 U B1 2016-11-30 .Anlgxion Pharmaceuticals,
12 D004/050017 0 A2 2004-06-17 .Anlte:xion Pharmaceuticals,
13 2004/071439 (0] A2 2004-08-26 Flan Pharmaceuticals, Ing
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1644

Examiner Name ‘ J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

publisher, city and/or country where published.

14 |poo4/108158 0 A1 20041216  |[leXion Phammaceuticals, n

15 P005/092073 O A2 2005-10-06 Protein Design Labs, Inc ]

16 006003179 O A2 2006-01-12 Novo Nordisk As \:|
If you wish to add additional Foreign Patent Document citation information please click the Add button | Add

NON-PATENT LITERATURE DOCUMENTS Remove
. .. | Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item

Examiner| Cite o - . )
Initials* | No (book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s), TS

DDERSON, E., et al., "Immunoglobulin Light Chain Variable Region Gene Sequences for Human Antibodies to

aemophilus influenza Type b Capsular Polysaccharide Are Dominated by a Limited Number of Vk and VI Segments
nd VV J Combinations,” J. Clin. Invest. vol. 89: 729-738 (1992).

LLBERTS, B. et al., "Intracellular Compartments and Protein Sorting,” in Molecular Biology of the Cell, Chapter 12:55

2 bages (1994).
3 lexion Pharmaceuticals, Inc.: "FDA Approves Alexion's Soliris{TM) for All Patients With PNH Alexion First Therapy
pproved for This Rare and Life-Threatening Blood Disease,” Press Release, March 16, 2007, 3 pages.

4 Pmgen Inc., Petitioner v. Alexion Pharmaceuticals, "Petition for Inter Partes Review of J.S. Patent No, 9,718,880,"
[Case IPR2019-00740, filed February 28, 2019, 84 pages.

5 Pmgen Inc_, Petitioner v. Alexion Pharmaceuticals, "Petition for Inter Partes Review of U.S. Patent No, 9,725,504 "
[Case IPR2019-00739, filed February 28, 2019, 88 pages.

6 Pmgen Inc., Petitioner v. Alexion Pharmaceuticals, "Petition for Inter Partes Review of U.S. Patent No, 9,732,149

[Case IPR2019-00741, filed February 28, 2019, 62 pages.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1644

Examiner Name ‘ J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

7 JASHP statement on unit dose drug distribution, Am. J. Hosp. Pharm., vol. 46:2346: 3 pages (1989).

8 Rustralian Government Department of Public Health, Pharmaceutical Benefits Advisory Committee, "Public Summary
Document” for Eculizumab, 6 pages (2009).

9 Bessler, M., et al., "Paroxysmal nocturnal haemoglobinuria (PNH) is caused by somatic mutations in the PIG-A gene,"
[The EMBO Joumal, vol. 13: 110 - 117 (1994).

10 Biogen Idec Inc., Tysabri 2004 Package Insert, 11 pages.

11 Boehringer Ingelheim Int'l GmbH, Verluma 1996 Package Insert, 25 pages.

12 [Centocor Ortho Biotech, LP, Orthoclone OKT3 Package Insert, retrieved 1/24/2019, 14 pages.

13 [Centocor, Inc., Remicade 1998 Package Insert, 12 pages.

14 [Corixa Corp., Bexxar 2003 Package Insert, 49 pages.

15 Cytogen Corp., ProstaScint 1996 Package Insert, 17 pages.

16 Declaration by Prof. Ronald Taylor and Curriculum Vitae, November 21, 2018, 9 pages.

17 Peclaration of Dr. Alexander Klibanov, dated November 24, 2018, 43 pages.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1644

Examiner Name ‘ J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

18 Declaration of Dr. Bruce Andrien with Exhibits, dated May 23, 2017, 36 pages.

19 Declaration of Dr. Bruce Andrien, dated August 15, 2018, 2 pages.

20 Declaration of Dr. Miano, dated March 22, 2018, 27 pages.

21 Declaration of Joseph P. Balthasar, Ph.D. and Curriculum Vitae, dated February 27, 2019, 129 pages.

22 Declaration of Stephen A. Saxe, with Exhibits A, B, C, dated January 12, 2018, 10 pages.

23 Fli Lilly & Co., ReoPro 1997 Package Insert, 17 pages.
Emery, P. et al., "The efficacy and safety of rituximab in patients with active rheumatoid arthritis despite methotrexate

24 reatment. Results of a phase 1B randomized, double blind, placebo controlled, dose ranging trial," Arthritis &
Rheumatism, vol. 54(5). 1390-1404¢ (2006).

25 Furopean Application No. 11001632.6, Patentee's Response to Oppositions, dated March 22, 2018, 24 pages.

26 Furopean Application No. 11001632.6, Summons to Attend Oral Proceedings, dated July 5, 2018, 10 pages.

27 Furopean Application No. 11001632.6, Urgent Oral Proceedings of the Patentee, dated January 14, 2019, 2 pages.

28 Furopean Application No. 110016326, Written Submission in Preparation of Oral Proceedings of the Patentee, dated
November 24, 2018, 7 pages.
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Application Number 15642096

Filing Date 2017-07-05

INFORMATION DISCLOSURE

First Named Inventor ‘ Leonard BELL

STATEMENT BY APPLICANT

N Art Unit | 1644
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

29 Furopean Application No. 16172335.8, Summons to Attend Oral Proceedings, dated March 27, 2019, 13 pages.

30 Furopean Application No. 16172335.9, Reply To Written Opinion, dated October 30, 2017, 7 pages.

31 Furopean Application No. 161953559, Extended European Search Report, dated March 17, 2017, 8 pages.

32 Furopean Application No. 16195355.9, Reply to Third Party Communication, dated January 16, 2018, 3 pages.

33 Furopean Application No. 16195355.9, Reply To Written Opinion, dated July 10, 2017, 7 pages.

34 Furopean Application No. 16195355.9, Summons to Attend Oral Proceeding, dated May 7, 2018, 10 pages.

35 Furopean Application No. 161953559, Table of Alexion European patents and patent applications, cited in Third Party
Dbservation filed on December 12, 2017, 1 page.

36 Furopean Application No. 161953559, Written Submission in Preparation of Oral Proceedings, dated August 15, 2018
I3 pages.

37 Furopean Patent No. 1720571, Opposition File History, 515 pages.

38 Furopean Patent No. 1720571, Pfizer Inc's Opposition statement, dated August 15, 2018, 13 pages.

39 Furopean Patent No. 1720571, Third Party Observation filed on December 12, 2017, 1 page.
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INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

Application Number 15642096

Filing Date 2017-07-05

First Named Inventor ‘ Leonard BELL

Art Unit | 1644

Examiner Name ‘ J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

40 E:;c;;_;ean Patent No. 2359834, Graphical representation of D20 Table 2, cited in Opposition on March 22, 2018, 1

41 Furopean Patent No. 2359834, Opposition File History, 2685 pages.

42 E(l)]:(é?ean Patent No. 2359834, Summary of antibodies listed in D20/D21 Tables, cited in Opposition on March 22,

43 Eurppez_an Patent No. 2355_)834_, Summa!r_y of antibody products approved by EMA since filing date EMA Approved
Pntibodies C411599EP, cited in Opposition on March 22, 2018, 2 pages.

44 Furopean Patent No. 3167888, File History, 348 pages.

45 Fxtracts from Kabat et al., Sequences of Proteins of Immunological Interest, US Dept, Health and Human Services, 10
bages (1991).

46 FDA Approval Letter dated March 16, 2007, 8 pages.

47 FDA Medical Review for Application Number 125166 (eculizumab), March 28, 2017, 122 pages.

48 FDA Pharmacometrics Review for Application Number 125166 {eculizumab), dated February 28, 2007, 21 pages.

49 [Genentech, Inc., Avastin 2004 Package Insert, 27 pages.

50 [Senentech, Inc., Herceptin 1998 Package Insert, 2 pages.
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Application Number 15642096
Filing Date 2017-07-05

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.29)

First Named Inventor ‘ Leonard BELL
Art Unit | 1644

Examiner Name ‘ J. L. Rogers
Attorney Docket Number |AXJ-114BUSCN5

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

EXAMINER SIGNATURE
Examiner Signature /JaMES L ROGERS/ Date Considered ‘ 04/30/2019

*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 201.04. 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
English language translation is attached.
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Application Number 15642096

Filing Date 2017-07-05

INFORMATION DISCLOSURE

First Named Inventor ‘ Leonard BELL

STATEMENT BY APPLICANT

N Art Unit | 1644
( Not for submission under 37 CFR 1.29)

Examiner Name ‘ J. L. Rogers

Attorney Docket Number | AXJ-114BUSCN5

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

[l any individual designated in 37 CFR 1.56(c) moare 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 MJill Gorny Sloper, Esq./ Date (YYYY-MM-DD) 2019-04-29
Name/Print Jill Gomny Sloper, Esq. Registration Number FSO,?GO

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.S.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 3 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.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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