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L Meyer et al., "The soluble hyaluronidase from bull testes is a fragment of the membrane-bound PH-20
enzvme," FEBS Letters 413(2):385-388 (1997).

Ly # Michelacci, Y. M. and Dietrich, C. P., “Chondroitinase C from Flavobacterium heparinum,” J. Biol.
Chem. 251(4):1154-1158 (1976).

LZ#% Miller et al., “Use of retroviral vectors for gene transfer and expression,” Meth. Enzymol. 217:581-
599 (1993).

MA # Mizutani et al., “Characterization of hepatitis C virus replication in cloned cells obtained from a
human T-cell leukemia virus type 1-infected cell line, MT-2.” J. Virol. 70:7219-7223 (1996).

MB## Mizutani et al., “Inhibition of hepatitis C virus replication by antisense oligonucleotide in culture
cells,” Biochem. Biophys. Res. Commun. 212:906-911 (1995).

M Molineux, G., “Pegylation: engineering improved biopharmaceuticals for oncology,”
Pharmacotherapy 23 (8 Pt 2):3S-8S (2003).

MDD Monfardini et al., “A branched monomethoxypoly(ethylene glycol) for protein modification,”
Bioconjugate Chem. 6:62-69 (1995).

ME#* Nadjsombati et al., "Dose-range developmental toxicity of tHuPH20 in mice," Matrix Biology Vol.

27, December 2008, Page 23.
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NCBI Reference Sequence XP 0117282131, Macaca nemestrina (pig-tailed macaque) PH-20
MG** | hyaluronidase. Published on Apr. 24, 2018. Retrieved from
URL:<ncbi.nlm.nih. gov/protein/795324051/ [retrieved on Apr. 20, 2020], 2 pages.
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surgical edema," Int. J. Dermatol. 53(6):777-785 (2014).
M Omactxebarria et al., “Computational approach for identification and characterization of GPI-
anchored peptides in proteomics experiments,” Proteomics 7(12):1951-1960 (2007).
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pH 5.9." J. Biol. Chem. 284(29):19173-19177 (2009).
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Bee et al., “Recombinant human PH20 is well tolerated at higher intravenous and subcutancous doses

PN in cynomolgus monkeys,” EUFEPS 2008, Munich, Germany. Poster and individual panels, 9 pages.

PO** Bookbinder et al., “Biochemical characterization of recombinant human PH20 (SPAM1)
hyaluronidase,” Hyaluronan (ISHAS) 2007, Charleston, SC. Abstract, 1 page.

PP Bookbinder et al., “Biochemical characterization of recombinant human PH20 (SPAMI1)
hyaluronidase,” Hyaluronan (ISHAS) 2007, Charleston, SC. Poster, 1 page.

pQ#+ Bookbinder et al., “Enhancing Drug Transport Through Temporary Matrix Depolymerization,”
Keystone Symposia 2005. (poster -12 pages) (together poster and abstract - 13 pages)

PR** Bookbinder et al., “Enhancing Drug Transport Through Temporary Matrix Depolymerization,”

Keystone Symposium 2005. Abstract, 1 page.

Pinkstaff et al., “Evaluation of the compatibility and pharmacokinetics of co-formulated biologics
PS** | with recombinant human hyaluronidase: Dose Response,” American Association of Pharmaceutical
Scientisis Conference, November 2006. Absiract, 2 pages.

Pinkstaff et al., “Evaluation of the compatibility and pharmacokinetics of co-formulated biologics
PT** | with recombinant human hyaluronidase: Dose Response,” American Association of Pharmaceutical
Scientists Confcrence, Novembcer 2006. Poster, 1 page.

Byerley et al., “‘Cutting out the bull’. Recombinant human hyaluronidase: Moving to an animal-free
PU** | system,” Association of Clinical Embryologists, 2006, Dublin, Treland. Abstract published in Human
Fertility, June 2006; 9(2): 110.

Frost, “Punctuated Equilibrium: The Evolution of Recombinant Human Hyaluronidase,” Ophthalmic

Pyt Anesthesia Society, 2006, Chicago, IL. Abstract, 1 page.

py#+ | Frost “Punctuated Equilibrium: The Evolution of Recombinant Human Hyaluronidase,” Ophthalmic
Anesthesia Society, 2006, Chicago, IL. Presentation, 35 pages.

Pk Haller et al., “Enhanze Technology — A Revolution in Drug Dispersion,” Biotechnology Industry

Organization (BIO) Annual Meeting, June 19-22, 2005, Philadelphia, PA. Abstract, 3 pages.

Haller et al., “Recombinant Human Hyaluronidase for the Interstitial Transport of Therapeutics,”
PY** | American Association of Pharmaceutical Scientists Conference, June 2006, San Antonio, TX.
Abstract, 2 pages.

Haller et al., “Revolutionizing Drug Dispersion with Enhanze Technology,” American Association of

g
PZ Pharmaccutical Scicntists Annual Mccting, Nov 6-10, 2005, Nashville, TN, Postcr, 1 pagc.

Haller et al., “Revolutionizing Drug Dispersion with Enhanze Technology,” Biotechnology Industry

el
QA Organization (BIO) Annual Mecting, June 19-22, 2005, Philadelphia, PA. Poster, 1 page.

Haller et al., “The Effects of Recombinant Human Hyaluronidase on Drug Dispersion,” American
QB** | Association of Pharmaceutical Scientists Annual Meeting, Nashville, TN, Abstract in AAPS Journal
7(S2) May 5, 2005, 3 pages.

Haller, “Enhanze Technology — An Enzymatic Drug Delivery System (DDS),” Japanese Export Trade

*%
QC Organization, November 2005, Santa Clara, CA. Abstract, 2 pages.

Haller, “Focus on Enhanced and Innovative Recombinant Human Enzymes,” Japanese Export Trade

£
QD Organization, September 2004, Chicago, IL. PRESENTATION, 16 pages.

Haller, “Halozyme’s Enhanze Technology for the Enhanced Dispersion of Co-Injected
QE** | Pharmaceuticals,” Japanese Export Trade Organization, September 2004, Chicago, IL. Abstract, 2

pages.

Haller, M., “Enzyme-facilitated Parenteral Drug Transport.” Strategic Research Institute’s 10
QF** | Anniversary Drug Delivery Technology and Deal-making Summit, 2005 New Brunswick, NJ.
Presentation, 24 pages.
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QG*+ Hofer et al., “Human recombinant hyaluronidase increases the convection of molecules up 0.2 pm in
athymic nude mice,” J. Am. Assoc. Lab. Animal Sci., 45(4):120, abstract P97 (2006).

Hofer et al., “Human Recombinant Hyaluronidase (rHuPh20) Increases the Convection of Molecules
QH** | up to 0.2 um in Athymic Nude Mice,” American Association for Laboratory Animal Science, 2006,
Salt Lake City, UT. Poster P97, 1 page.

Jiang et al., “Effects of Recombinant Human PH20 (tHuPH20) on Interstitial Matrices: Creating a
Favorable Environment for The Delivery of Cytostatic Agents,” |abstract]. In: Proceedings of the 96th
Annual Meeting of the American Association for Cancer Research; 2005 Apr 16-20; Anaheim,
CA.:AACR; 2005. Vol. 46, page 1198, Abstract no. 5075, April 2005.

QI**

Keller et al., “Pharmacokinetic, Pharmacodynamic and Toxicologic Effects of a Recombinant Human
QJ** | Hyaluronidase (tHuPH20) in Rodent and Non-Human Primate models,” Hyaluronan (ISHAS) 2007,
Charleston, SC. Abstract, 1 page.

Keller et al., “Pharmacokinetic, Pharmacodynamic and Toxicologic Effects of a Recombinant Human
Hyaluronidase (rHuPH20) in Rodent and Non-Human Primate models,” Presented at International

sestt
QK Society for Hyaluronan Sciences (ISHAS) Annual Meeting 2007, Charleston, SC. Poster and
individual panels, 14 pages.
QL** Kodandapani et al., “Diverse Structural and Functional Roles of N-glycosylations on tHuPH20,”

Glvcan Abstract, 1 page (2009).

Morrow et al., "Human Hyaluronidase Coinjection Accelerates Insulin Pharmacokinetics and
OM** | Glucodynamics of 3 Rapid Insulin Analogs," American Diabetes Association Scientific Sessions, held
on June 28, 2010 in Orlando, FL., Abstract # 353-OR, 2 pages.

Nadjsombati et al., "Evaluation of Developmental and Prenatal/Postnatal Reproduction Toxixity of
ON** | fHuPH20 in Mice," Amcrican College of Toxicology 30th annual mecting 2009. (November 1-4)
Palm Springs, CA. Abstract, 1 page.

Nagy et al., “Prospective, randomized study on bovine and recombinant human (Cumulase®)
QO** | Hyaluronidases,” American Society of Reproductive Medicine, 2006, New Orleans, LA, 06-A-886-
ASRM, Abstract O-213.

Nagy et al., "Prospective study on tHuPH20." European Society of Human Reproduction &

*x
QP Embrvology Annual Meeting, June 19-22, 2005, Copenhagen, Denmark. Abstract O-213, 1 page.

Halozyme Therapeutics, Inc., "PEGPH20: The Science & The Strategy," presented at J. P. Morgan

ook
QQ Healthcare Conference on Jan. 7, 2015, Presentation. 81 pages.

Pinkstaff et al., “Recombinant Human Hyaluronidase for Drug and Fluid Dispersion,” American
OQR** | Association of Pharmaceutical Scientists Annual Meeting, November 2006, Boston, MA, Abstract, 2

pages.

Pinkstaff et al., “Recombinant Human Hyaluronidase for Drug and Fluid Dispersion,” American
QS** | Association of Pharmaceutical Scientists Annual Meeting, November 2006, Boston, MA, Poster and
individual panels, 8 pages.

Stelzer, L., "Platforms for Growth: Building a Premier Oncology Biotech," Presented at the

QT Canaccord Genuity 38th Annual Growth Conference on Aug. 09, 2018, 24 pages.
QU Torley, H., "Halozyme Therapeutics, Inc. The next chapter begins: creating value through growth,"
Presented at the 32nd Annual J.P. Morgan Healthcarc Conference January 2014, 26 pagcs.
QU+ Wei et al., “Functions of N-linked glycans on human hyaluronidase PH20,” presented at San Diego
Glvcobiology Symposium 2009. Poster 83 and individual panels, 5 pages.
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Wei et al., “Structure function analysis of the human hyaluronidase enzymes,” Matrix Biology 27
(Supplement 1):S41, December 2008, American Society for Matrix Biology (ASMB) Biennial
Meeting, San Diego, CA, (available on-line November 17, 2008), ABSTRACT 132 (corresponding
to poster B4), 2 pages.

Wei et al., “Structure function analysis of the human hyaluronidase enzymes,” Presented at American
QX** | Society for Matrix Biology (ASMB) Biennial Meeting, San Diego. CA, December 9, 2008. Poster B4
and individual panels, 5 pages.

Wilson, M.S., “Enhanze Technology — An Enzymatic Drug Delivery System (DDS),” Japanese

s
QY Export Trade Organization, November 2005, Santa Clara, CA. Oral presentation, 22 pages.

News Release, "Halozyme Announces Presentation Of Clinical Data At The American Diabetes
Association 74th Scientific Sessions," Published on 06-15-2014 [online][retrieved on 08-18-2014]
QZ** | Retrieved from the internet: <URL: halozy me.com/Investors/News-Releases/News-Release-
Details/2014/Halozyme-Announces-Presentation-Of-Clinical-Data-At-The-American-Diabetes-
Association-74th-Scientific-Sessions/default.aspx [3 pages].

News Release, Halozyme Therapeutics, Inc "Halozyme Licenses New Enhanze Target For $30
Million Upfront Payment, Future Milestones And Royalties," Published Sept. 14, 2017 [online]
RA** | Retrieved from:<URL: halozyme.com/investors/news-releases/news-release-details/2017/Halozyme-
Licenses-New-Enhanze-Target-For-30-Million-Upfront-Payment-Future-Milestones-And-
Royalties/default.aspx [retrieved on 09-14-17], 3 pages.

News Release, Halozyme Therapeutics, Inc., "Bristol-Myers Squibb and Halozyme Enter Global
Collaboration and License Agreement for ENHANZE Technology," Published Sept. 14, 2017 [online]
RB** | Retrieved from:<URL: halozyme.com/investors/news-releases/news-release-details/2017/Bristol-
Myers-Squibb-and-Halozy me-Enter-Global-Collaboration-and-License-Agreement-for-ENHANZE-
Technology/default.aspx [Retrieved on Sept. 14, 2017], 7 pages.

News Release, "Bristol, Roche tap Halozyme for tech platform," Published September 14, 2017
RC** | [online] Retrieved from:<URL: biopharmadive .com/news/bristol-roche-tap-halozy me-for-tech-
platform/504958/ [retrieved on 09-18-17], 3 pages.

News Article, "Alteogen Inc. to Develop Herceptin Biosimilar for Subcutaneous Injection," Published
on Aug. 23, 2018 [online] Retrieved from: <URL:thebell.co kr/free/Content/Article View.asp?
key=201808220100037100002360 |Original documents retrieved from the internet and English
translation], 4 pages.

RD**

News Article, "[Promising biocompany|] Alteogen Inc. tries to differentiate itself with specialized bio
technology and strategy," Published on Sept. 17, 2018 [online] Retrieved from:
<URL:edaily.co.kr/news/read TnewsId=01105366619341104& mediaCodeNo=257&OulL.nkChk=Y
[Original documents retrieved from the internet and English translation], 4 pages.

RE#*

News Release, Halozyme Therapeutics, Inc., "Halozyme Publication In The Journal Clinical Cancer
Rescarch Highlights New Nonclinical Data Supporting Multiple Effccts Of PEGPH20 On The Tumor
Microenvironment," Published Oct. 04, 2018 [online] Retrieved from:<URL:

halozy me.com/investors/news-releases/news-release-details/2018/Halozy me-Publication-In-The-
Journal-Clinical-Cancer-Research-Highlights-New-Nonclinical-Data-Supporting-Multiple-Effects-
Of-PEGPH20-On-The-Tumor-Microenvironment/default. aspx [retrieved on Oct. 05, 2018], 4 pages.

RF**

News Article, "Alteogen, Inc. challenges (o the ethical drug market by utilizing 'Human
Hyaluronidase'," Published on Oct. 29, 2018 [online| Retrieved from:
<URL:fnnews.com/news/201810290941498520 [Original documents retrieved from the internet and
English translation|, 6 pages.

RG**
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News Article, "Alteogen names bio drug business development expert Arun Swaminathan as new
CBO," Published on Dec. 19, 2018 [online] Retrieved from: <URL :biospectator.com/view/

RH* news_view.php?varAtcld=6825 [Original documents retrieved from the internet and English
translation], 7 pages.
News Article, "Maximizing patient convenience by changing intravenous injection to subcutancous
RT** injection ... Alteogen expects increased exports of the technology this year," Published on Jan. 20,

2019 [online] Retrieved from: <URL:http://news.hankyung.com/article/2019012023 181 [Original
documents retrieved from the internet and English translation], 5 pages.

News Release, Halozyme Therapeutics, Inc., "Halozyme Announces Actions To Focus Strategy On
ENHANZE® Drug Delivery Technology," Published Nov. 04, 2019 [online], Retrieved from: <URL:
RJ** | halozy me.com/investors/news-releases/news-release-details/2019/Halozy me-Announces-Actions-To-
Focus-Strategy-On-ENHANZE-Drug-Delivery-Technology/default.aspx [retrieved on Nov. 11,
2019]. 4 pagcs.

News Release, Halozyme Therapeutics, Inc., "Halozyme Announces HALO-301 Phase 3 Study Fails
To Meet Primary Endpoint," Published Nov. 04, 2019 [online], Retrieved from: <URL:

halozy me.com/investors/news-releases/news-release-details/2019/Halozy me-Announces-HALO-301-
Phase-3-Study -Fails-To-Meet-Primary-Endpoint/default.aspx [retrieved on Nov. 11, 2019], 3 pages.

RK**

News Article, "Alteogen files a PCT application for subcutaneous pharmaceutical composition,"
Published on Mar. 24, 2020 [online], retrieved from <URL:

RL** | medipana.com/news/news_viewer.asp?NewsNum=254556&MainKind=A&NewsKind=5&vCount=1
2&vKind [retrieved on Mar. 26, 2020] [Original documents retrieved from the internet and English
translation], 2 pages.

News Article, "MK biotech publishes an article demonstrating the safety of Alteogen’s human
hyaluronidase (ALT-B4) in germ cells," Published on Apr. 29, 2021 |online], retrieved on Aprl. 29,

RM 2021 from <URL:news.heraldcorp.com/view php?ud=20210429000267 [Original article in Korean
and English translation], 3 pages.

RN#* Invitation to Pay Additional Fees, sent by facsimile Sept. 9, 2013, in connection with International
Patent Application No. PCT/US2012/072182, 6 pages.

RO* International Search Report and Written Opinion, mailed Dec. 17, 2013, in connection with
International Patent Application No. PCT/US2012/072182, 18 pages.

Rp*+ Response, dated March 17, 2014, to Written Opinion, mailed Dec. 17, 2013, in connection with
International Patent Application No. PCT/US2012/072182, 94 pages.

RQ** Second Written Opinion, mailed May 21, 2014, in connection with International Patent Application
No. PCT/US2012/072182, 8 pages.

RR## Response, dated July 21, 2014, to second Written Opinion, mailed May 21, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 72 pages.

RS#* Second Written Opinion, mailed July 30, 2014, in connection with International Patent Application
No. PCT/US2012/072182, 9 pages.

RT#* Response, dated Sept. 1, 2014, to second Written Opinion, mailed July 30, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 73 pages

RU** International Preliminary Report on Patentability, mailed Sept. 12, 2014, in connection with
International Patent Application No. PCT/US2012/072182, 11 pages.

Ry * Office Action, mailed November 2, 2015, in connection with U.S. Patent Application Serial No.
13/694,731, 14 pages.

R Response, filed April 20, 2016, to Office Action, mailed November 2, 2015, in connection with U.S.
Patent Application Serial No. 13/694.731, 43 pages.
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Notice of Allowance, mailed May 20, 2016, in connection with U.S. Patent Application Serial No.

fesk

RX 13/694,731, 16 pages.

RY * Office Action, issued May 15, 2019, in connection with U.S. Patent Application No. 15/226,489, 16
pages.

RZ#* Response, filed Oct. 15, 2019, to Office Action, issued May 15, 2019, in connection with U.S. Patent
Application No. 15/226.489, 30 pages.

GA®H Office Action, issued Jan. 23, 2020, in connection with U.S. Patent Application No. 15/226,489, 19
pages.

QR#* Response, filed Apr. 24, 2020, to Office Action, issued Jan. 23, 2020, in connection with U.S. Patent
Application No. 15/226,489, 25 pages.

SCH* Notice of Allowance, issued Jul. 16, 2020, in connection with U.S. Patent Application No.
15/226,489, 13 pages.

gD Office Action, issued Oct. 27, 2020, in connection with U.S. Patent Application No. 16/824,572, 9
pages.

SR Response, filed Jan. 27, 2021, to Office Action, issued Oct. 27, 2020, in connection with U.S. Patent

Application Serial No. 16/824,572, 23 pages.

Notice of Allowance, mailed Feb. 18, 2021, and Examiner-Initiated Interview Summary, summarizing
SF#* | the interview held on Feb. 10, 2021, issued in connection with U.S. Patent Application Serial No.
16/824,572, 10 pages.

Non-final Office Action, issued Dec. 09, 2020, in connection with U.S. Patent Application No.

SG** 16/912.590, 12 pages.
QR Response, filed Mar. 17, 2021, to Non-final Office Action, issued Dec. 09, 2020 in connection with
U.S. Patent Application No. 16/912,590, 24 pages.
g Notice of Allowance, issued Apr. 14, 2021, and Examiner-Initiated Interview Summary, of interview
conducted Apr. 08, 2021, in connection with U.S. Patent Application No. 16/912,590, 10 pages.
STk Examination Report, issued Jan. 13, 2017, in connection with Australian Patent Application No.
2012362141, 3 pages.
QK ** Response, filed Aug. 14, 2017, to Examination Report, issued Jan. 13, 2017, in connection with
Australian Patent Application No. 2012362141, 43 pages.
QL** Notice of Acceptance, dated Sept. 11, 2017, issued in connection with Australian Patent Application
No. 2012362141, 3 pages.
SM* Office Action (claims deemed allowable), dated Oct. 19, 2018, issued in connection with Australian
Patent Application No. 2017245352, 7 pages.
SN Notice of Acceplance, issued Jul. 17, 2019, in connection with Australian Patent Application No.

2017245352, 3 pages.

Preliminary Office Action, issued April 14, 2021, in connection with Brazilian Patent Application No.
SO** | BR112014016195-0 [Machinc gencerated English translation and Office Action as issucd in
Portuguese|, 11 pages.

Response, filed Jul. 26, 2021, to Preliminary Office Action, published April 27, 2021, in connection
SP** | with Brazilian Patent Application No. BR112014016195-0 [English instructions for Response and
Response as filed in Portuguese], 111 pages.

Office Action, dated June 09, 2022 and published on July 26, 2022, in connection with Brazilian
SQ** | Patent Application No. BR 112014016195-0 [Machine generated English translation and Office
Action as issued in Portuguese], 10 pages.

Examiner Signature Date Considered

EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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Response, filed October 24, 2022, to Official Action, dated June 09, 2022 and published on July 26,
SR*#* | 2022, in connection with Brazilian Patent Application No. BR 112014016195-0 [English instructions
for Response and Response as filed in Portuguese], 57 pages.

Office Action, dated November 10, 2022 and published on Dec. 06, 2022, in connection with
SS Brazilian Patent Application No. BR 112014016195-0 [Machine generated English translation and
Office Action as issued in Portuguese], 6 pages.

Response, filed February 06, 2023, to Office Action, dated November 10, 2022 and published on Dec.
ST 06, 2022, in connection with Brazilian Patent Application No. BR 112014016195-0 [English
instructions for Response and Response as-filed in Portuguese], 33 pages.

Office Action, dated June 09, 2022 and published on July 26, 2022, in connection with Brazilian
SU#** | Patent Application No. BR 122021016549-1 [Machine generated English translation and Office
Action as issued in Portuguese], 8 pages.

Response, filed October 24, 2022, to Official Action, dated June 09, 2022 and published on July 26,
SV#% | 2022, in connection with Brazilian Patent Application No. BR 122021016549-1 [English instructions
for Response and Response as filed in Portuguese]. 101 pages.

Office Action, dated Nov. 11, 2022 and published on Dec. 06, 2022, in connection with Brazilian
SW Patent Application No. BR 122021016549-1 [Machine generated English translation and Office
Action as issued in Portuguese], 8 pages.

Response, filed March 06, 2023, to Office Action, dated Nov. 11, 2022 and published on Dec. 06,
SX 2022, in connection with Brazilian Patent Application No. BR 122021016549-1 [English instructions
for Response and Response as filed in Portuguese], 170 pages.

Examiner's Report, issued March 1, 2016, in connection with Canadian Patent Application No.

SY* 1 1861919, 7 pages.

Qi Response, filed July 14, 2016, to Examiner's Report, issued March 1, 2016, in connection with
Canadian Patent Application No. 2861919, 37 pages.

TA* Examiner's Report, issued Jan. 24, 2017, in connection with Canadian Patent Application No.
2861919, 4 pages.

TR#* Response, filed July 24, 2017, to Examiner's Report, issued Jan. 24, 2017, in connection with
Canadian Patent Application No. 2861919, 26 pages.

TC#x Examiner's Report, issued Jan. 23, 2018, in connection with Canadian Patent Application No.
2861919, 4 pages.

p#+ | Response, filed Jun. 21, 2018, to Examiner's Report, dated Jan. 23, 2018, issued in connection with
Canadian Patent Application No. 2861919, 39 pages.

TE#** Noticc of Allowance, dated Dec. 12, 2018, issucd in conncction with Canadian Patent Application No.
2861919, 1 page.

TF#* Office Action, issued May 25, 2015, in connection with Chinese Patent Application No.

201280070954.9 [English language translation and original document in Chinese], 7 pages.

Response, filed Oct. 9, 2015, to Office Action, issued May 25, 20135, in connection with Chinese
TG** | Patent Application No. 201280070954.9 [English instructions and document as filed in Chinese], 37
pages.

Office Action, issued Feb. 3, 2016, in connection with Chinese Patent Application No.

sk
TH 201280070954.9 [English language translation and original document in Chinese], 6 pages.

Response, filed June 20, 2016, to Office Action, issued Feb. 3, 2016, in connection with Chinese
TI** | Patent Application No. 201280070954.9 | English language instructions, document as filed in Chinese
and claims, as filed, in English], 58 pages.

Examiner Signature Date Considered

EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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Tr*x Office Action, issued Oct. 17, 2016, in connection with Chinese Patent Application No.
201280070954.9 [English language translation and original document in Chinese], 4 pages.

Response, filed Dec. 27, 2016, to Office Action, issued Oct. 17, 2016, in connection with Chinese
TK** | Patent Application No. 2012800709549 [English language instructions and document as-filed in
Chinese], 18 pages.

Letter, dated March 15, 2017, reporting Telephonic Interview with Examiner in connection with

et
T Chinese Patent Application No. 201280070954.9, 1 page.

Response, filed Mar. 23, 2017 to Telephonic Interview with Examiner in connection with Chinese
TM** | Patent Application No. 201280070954.9 [English translation of pending claims and original document
as filed in Chinese], 10 pages.

Notice of Granting Patent Right for Invention, issued April 28, 2017, in connection with Chinese
TN#** | Patent Application No. 201280070954.9 [English translation and original document in Chinese], 4

pages.

Notice of Allowance, dated Dec. 7, 2017, issued in connection with Eurasian Patent Application No.

O™ 201400772 [English letter and original document in Russian], 2 pages.

TP Communication Pursuant to Rulc 71(3) (Intcntion to Grant), issucd April 22, 2016, in conncction with
European Patent Application No. 12816624.6, 5 pages.

TQ#* Extended European Search Report, dated Jan. 12, 2017, issued in connection with European Patent
Application No. 16189970.3, 11 pages.

TR** Response, filed Aug. 15, 2017, to Extended European Search Report, dated Jan. 12, 2017, issued in
connection with European Patent Application No. 16189970.3, 55 pages.

TSk Examination Report, dated Sept. 14, 2017, issued in connection with European Patent Application No.
16189970.3, 3 pages.

T+« | Response, dated Oct. 13, 2017, to Examination Report, dated Sept. 14, 2017, issued in connection
with European Patent Application No. 16189970.3. 19 pages.

TU # Communication Pursuant to Article 94(3) EPC (claims dcecmed allowablc), dated Feb. 26, 2018,

issued in connection with European Patent Application No. 16189970.3, 3 pages.

Response, filed Sept. 10, 2018, to Communication Pursuant to Article 94(3) EPC (claims deemed
TV** | allowable), issued Feb. 26, 2018, issued in connection with European Patent Application No.
16189970.3, 821 pages.

Communication Pursuant to Article 71(3) EPC (Intention to Grant), dated Apr. 08, 2019, issued in

Twe connection with European Patent Application No. 16189970.3, 7 pages.

T+ Decision to Grant, issued Aug. 22, 2019, in connection with European Patent Application No.
16189970.3, 2 pages.

Ty Examination Report, issued Dec. 4, 2018, in connection with Indian Patent Application No.
6272/DELNP/2014, 6 pages.

TZ % Response, filed Sept. 04, 2019, to Examination Report, issued Dec. 4, 2018, in connection with Indian
Patent Application No. 6272/DELNP/2014, 79 pages.

UAs* Hearing Notice, issued Jun. 17, 2020, in connection with Indian Patent Application No.
6272/DELNP/2014, 2 pages.

UB** Written Submissions, filed Oct. 09, 2020, responsive to Hearing Notice, issued Aug. 10, 2020, in
connection with Indian Patent Application No. 6272/DELNP/2014, 27 pages.

UCH* Amended claims and abstract, filed Nov. 19, 2020, responsive (o Examiner request, in connectlion
with Indian Patent Application No. 6272/DELNP/2014, 22 pages.

UD** Certificate of Grant, issued Dec. 28, 2020, in connection with Indian Patent Application No.
6272/DELNP/2014, 1 page.

Examiner Signature Date Considered

EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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Examination Report, issued Aug. 29, 2022, in connection with Indian Patent Application No.

3

UE** 201918041329, 7 pages.

UF** Office Action, dated August 3, 2016, in connection with Israeli Patent Application No. 233192
[English language translation], 3 pages.

UGH Response, filed Jan. 3, 2017, to Office Action, dated August 3, 2016, in connection with Israeli Patent
Application No. 233192 [English language translation], 32 pages.

UH* Office Action, dated Nov. 20, 2017, issued in connection with Isracli Patent Application No. 233192
|English language translation|, 2 pages.

Ure+ | Response, filed May 21, 2018, to Office Action, dated Nov. 20, 2017, issued in connection with

Israeli Patent Application No. 233192 [English language translation], 22 pages.

Office Action (claims deemed allowable), dated Feb. 20, 2019, issued in connection with Israeli
UJ** | Patent Application No. 233192 [English letter reporting Office Action and original document in
Hebrew], 5 pages.

Certificate of Grant, issued Oct. 01, 2020, in connection with Israeli Patent Application No. 233192, 3
pages.

UK*+

Notification Prior to Acceptance, dated Dec. 14, 2020, issued in connection with Israeli Patent
UL** | Application No. 274798 [English rcporting Ictter; original document as issucd in Hebrew; and English
translation of allowed claims], 10 pages.

Official Action, issued on Aug. 11, 2021, in connection with Isracli Patent Application No. 280949

UM [English translation and original document as issued in Hebrew]. 6 pages.

UN#** Response, filed Dec. 05, 2021, to Official Action, issued on Aug. 11, 2021, in connection with Israeli
Patent Application No. 280949, 11 pages.

VO Notification Prior to Acceptance, issued Aug. 22, 2022, in connection with Israeli Patent Application
No. 280949 [Reporting letter in English and Notification as issued in Hebrew], 6 pages.

Up#* Official Action, issued Jan. 19, 2016, in connection with Japanese Patent Application No. 2014-

550526 [English translation and original documcnt in Japancsc], 8 pagces.

Response, filed July 15, 2016, to Official Action, issued January 19, 2016, in connection with
UQ** | Japanese Patent Application No. 2014-550526 [English instructions and document as filed in
Japanese]. 138 pages.

Decision to Grant, issued November 22, 2016, in connection with Japanese Patent Application No.

2014-550526 [Letter reporting decision to grant and original document in Japanese], 5 pages.
s Office Action, issued Dec 12, 2017, in connection with Japanese Patent Application No. 2016-247708

[English translation and original document in Japanese], 6 pages.

Response, filed May 22, 2018, to Office Action, issued Dec. 12, 2017, in connection with Japanese
UT** | Patent Application No. 2016-247708 [English instructions with amended claims, documents as filed
in Japanese and English translation of claims as-filed]. 90 pages.(3087BJP)

Decision to Grant, issued Sept. 18, 2018, in connection with Japanese Patent Application No. 2016-

ek
uu 247708 [English reporting letter and original document in Japanese], 4 pages.

Office Action, dated May 25, 2018, in connection with Mexican Patent Application No.

sk
uv MX/a/2014/007966 [English translation and original document in Spanish], 6 pages.

Response, filed Oct. 10, 2018, to Office Action, dated May 25, 2018, in connection with Mexican
UW#* | Patent Application No. MX/a/2014/007966 [English instructions and document as-filed in Spanish],
13 pages.

Notice of Allowance, issued Oct. 18, 2018, in connection with Mexican Patent Application No.

ook
Ux MX/a/2014/007966 [English reporting letter and original document in Spanish], 4 pages.

Examiner Signature Date Considered

EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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Office Action, dated Nov. 15, 2022, in connection with Mexican Patent Application No.

Uy MX/a/2018/012394 [English translation and original document in Spanish], 14 pages.

UzZ#* Examination Report, dated March 26, 2015, in connection with New Zealand Patent Application No.
626126, 32 pages.

VA# Response, dated May 16, 2016, to Examination Report, dated March 26, 2015, in connection with
New Zcaland Patent Application No. 626126, 70 pages.

VB # Notice of Acceptance, dated June 8, 2016, in connection with New Zealand Patent Application No.

626126, 1 page.

VC** | Letters Patent, issued Sept. 27, 2016, in connection with New Zealand Patent No. 626126, 1 page.

Examination Report, dated July 27, 2017, issued in connection with New Zealand Patent Application

VD No. 720075, 4 pages.
VE## Response, filed Feb. 26, 2018, to Examination Report, dated July 27, 2017, issued in connection with
New Zealand Patent Application No. 720075, 88 pages.
Vi Notice of Acceptance, dated Mar. 10, 2020, issued in connection with New Zealand Patent
Application No. 720075, 1 page.
VG Search Report and Written Opinion, dated Dec. 4, 2015, in connection with Singaporean Patent
Application No. 11201403714T, 7 pages.
VH#** Response, filed May 23, 2016, to Search Report and Written Opinion, dated Dec. 4, 2015, in
connection with Singaporean Patent Application No. 11201403714T, 21 pages.
VIEE Written Opinion, dated Sept. 18, 2017, in connection with Singapore Patent Application No.
11201403714 T, 9 pages.
V] Response, filed Oct. 27, 2017, to Written Opinion, dated Sept. 18, 2017, in connection with Singapore
Patent Application No. 11201403714T, 6 pages.
VK Notice of Eligibility for Grant and Examination Report, dated Jul. 02, 2018, in connection with
Singapore Patent Application No. 11201403714T, 8 pages.
VI # Certificate of Grant, dated Oct. 3, 2018, in connection with Singapore Patent Application No.
11201403714 T [Grant Certificate and Granted Claims], 6 pages.
VM Search Report and Written Opinion, issued Oct. 20, 2017, in connection with Singapore Patent

Application No. 102016044 70T, 14 pages.

Response, filed Mar. 20, 2018, to Search Report and Written Opinion, issued Oct. 20, 2017, in
VN#** | connection with Singapore Patent Application No. 10201604470T [Response, replacement
specification pages, amended claims and cited document], 105 pages.

Examination Report, dated Aug. 06, 2018, and Notice of Eligibility for Grant, dated Aug. 07, 2018,

Vo issued in connection with Singapore Patent Application No. 10201604470T, 6 pages.

VPt English translation of Official Action, issued Mar. 20, 2020, in connection with Korean Application
No. 10-2020-7002955, 6 pages.

VQ#+ English Translation of International Search Report and Written Opinion, issued Oct. 29, 2019, in

connection with International application No. PCT/KR2019/0092135, 10 pages.

** = Copies not provided herewith as they have been previously provided in connection with U.S. Patent Application Serial
No. 13/694,731, 15/226,489, 16/824,572, 17/327,568 and/or 17/327,586, which are relied upon for an earlier filing date in
accordance with 35 U.S.C. §120.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /CAM./

Examiner Signature Date Considered
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EXAMINER: Initial if citation considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if not in
conformance and not considered. Include copy of this form with next communication to applicant.
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PATENT
Attorney Docket 063995-01-5105-US07

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of Ge Wei et al.
Confirmation No. 7106
U.S. Application No. 18/066,960
Group Art Unit: 1656
Filing Date: 12/15/2022
Examiner: Ciara A. McKnight

— — — — — — —

For: PH20 Polypeptide Variants, Formulations
and Uses Thereof

AMENDMENT UNDER 37 C.F.R. §1.111

In response to the Non-Final Office Action dated 04/03/2024, having a three-month
shortened statutory period for response set to expire 07/03/2024, Applicant requests entry of the
following amendments and remarks in the above patent application. To the extent necessary, a
petition for an extension of time under 37 C.F.R. § 1.136 is hereby made. Please charge any shortage
in fees due in connection with the filing of this paper, including extension of time fees, to Deposit
Account 50-0310 and please credit any excess fees to such deposit account.

Listing of the Claims begins on page 2.

Remarks begin on page 6.

Conclusion is on page 7.
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LISTING OF THE CLAIMS

This version of the claims will replace all previous versions.
1. (Currently amended) A modified PH20 polypeptide, comprising one or more amino acid
modifications in an unmodified PH20 polypeptide, wherein:

the unmodified PH20 polypeptide consists of the amino acid sequence selected from ameng
the group consisting of SEQ ID NOs: 3, 7 and 32-66;

amino acid modifications are selected from ameng the group consisting of amino acid

replacements(s), deletion(s), and/or insertion(s);
the modified PH20 polypeptide comprises an amino acid replacement at a position
corresponding to residue 317, with reference to amino acid positions set forth in SEQ ID NO:3;
the replacement at the position corresponding to residue 317 is selected from ameng the

group consisting of A, I, K, M, Q, and R;

corresponding amino acid positions are identified by alignment of the PH20
polypeptide with the polypeptide having the amino acid sequence of SEQ ID NO:3; and
the modified PH20 polypeptide has at least 91% sequence identity to a polypeptide having

the amino acid sequence selected from amenrg the group consisting of SEQ ID NOs: 3, 7 and 32-66.

2. (Currently amended) The modified PH20 polypeptide of claim 1, wherein the modified PH20
polypeptide has at least 95% sequence identity to the amino acid sequence selected from ameng the
group consisting of SEQ ID NOs: 3, 7, and 32-66.

3. (Original) The modified PH20 polypeptide of claim 1 that has increased resistance to or stability in
denaturing conditions compared to an unmodified PH20 polypeptide that does not contain the
amino acid modification(s).

4. (Original) The modified PH20 polypeptide of claim 1 that exhibits increased hyaluronidase activity
compared to the unmodified PH20 polypeptide not containing the amino acid replacement at
position 317.

5. (Original) The modified PH20 polypeptide of claim 1 that is a soluble PH20 polypeptide.

6. (Original) The modified PH20 polypeptide of claim 1, wherein the replacement at the position
corresponding to residue 317 is Q.

7. (Original) The modified PH20 polypeptide of claim 1, wherein the replacement at the position
corresponding to residue 317 is K.

8. (Currently amended) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20

polypeptide eermprises consists the amino acid sequence selected from ameng the group consisting

of SEQ ID NOs: 3 and 32-66.
9. (Currently amended) The modified PH20 polypeptide of claim [[1]] Z, wherein the unmodified

PH20 polypeptide consists of the amino acid sequence selected from ameng the group consisting of

SEQ ID NOs: 3 and 32-66.

DB1/ 147220529.1 2
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10. (Currently amended) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20

polypeptide consists of the amino acid sequence selected from ameng the group consisting of SEQ

ID NOs: 3 and 32-66.

11. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:35.

12. (Original) The modified PH20 polypeptide of claim 1, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:32.

13. (Original) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:35.

14. (Original) The modified PH20 polypeptide of claim 6, wherein the unmodified PH20 polypeptide
consists of the amino acid sequence of SEQ ID NO:32.

15. (Currently amended) The modified PH20 polypeptide of claim 1, comprising the sequence of
amino acids set forth in any of SEQ ID NOs: 604-606, 608, and 609, or a sequence of amino acids that
exhibits at least 91 % sequence identity to the sequence of amino acids selected from ameng the

group consisting of the group consisting of SEQ ID NOs: 604-606, 608, and 609, and that contains an

amino acid replacement at the residue corresponding to residue 317 with reference to SEQ ID NO:3.
16. (Original) The modified PH20 polypeptide of claim 1, comprising the sequence of amino acids set
forth in SEQ ID NO:608 or a sequence of amino acids that exhibits at least 91 % sequence identity to
the sequence of amino acids set forth in SEQ ID NO:608 and that contains the amino acid
replacement Q at the residue corresponding to residue 317 with reference to SEQ ID NO:3.

17. (Currently amended) The modified PH20 polypeptide of claim 1 that comprises one or more

post-translational modifications of the polypeptide selected from ameng the group consisting of

glycosylation, sialylation, albumination, farnesylation, carboxylation, hydroxylation, and
phosphorylation.
18. (Currently amended) The modified PH20 polypeptide of claim +-thatis-glycosylated 17, wherein

the post-translational modification is glycosylation.

19. (Original) The modified PH20 polypeptide of claim 18, wherein the polypeptide is a glycoprotein
that comprises an N-acetylglucosamine moiety linked to each of at least three asparagine (N)
residues.

20. (Original) The modified PH20 polypeptide of claim 1 that is conjugated to a polymer.

21. (Original) The modified PH20 polypeptide of claim 20, wherein the polymer is dextran or
polyethylene glycol (PEG).

22. (Currently amended) The modified PH20 polypeptide of claim 1, further comprising a
heterologous signal sequence, wherein the unmodified PH20 polypeptide consists of the amino acid

sequence selected from ameng the group consisting of SEQ ID NOs: 3, 7, and 32-66.

23. (Original) A chimeric polypeptide, comprising the modified PH20 polypeptide of claim 1.

DB1/ 147220529.1 3
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24, (Original) A pharmaceutical composition, comprising the modified PH20 polypeptide of claim 1.
25. (Original) The modified PH20 polypeptide of claim 6, wherein:
the unmodified PH20 polypeptide consists of the amino acid sequence of SEQ ID NO:32; and
the amino acid sequence of the modified PH20 polypeptide has at least 95% sequence
identity to the amino acid sequence of SEQ ID NO:32.
26. (Original) The modified PH20 polypeptide of claim 6, wherein:
the unmodified PH20 polypeptide consists of the amino acid sequence of SEQ ID NO:35; and
the amino acid sequence of the modified PH20 polypeptide has at least 95% sequence
identity to the amino acid sequence of SEQ ID NO:35.
27. (Original) The pharmaceutical composition of claim 24, further comprising a therapeutically
active agent formulated in the same composition or in a separate composition.
28. (Original) The pharmaceutical composition of claim 27, wherein the therapeutically active agent
is a polypeptide, a protein, a nucleic acid, a drug, a small molecule, or an organic molecule.
29. (Currently amended) The pharmaceutical composition of claim 27, wherein the therapeutically

active agent is selected from ameng the group consisting of a chemotherapeutic agent, an analgesic

agent, an anti-inflammatory agent, an antimicrobial agent, an amoebicidal agent, a trichomonacidal
agent, an anti-Parkinson agent, an anti-malarial agent, an anticonvulsant agent, an anti-depressant
agent, an antiarthritics agent, an anti-fungal agent, an antihypertensive agent, an antipyretic agent,
an anti-parasite agent, an antihistamine agent, an alpha-adrenergic agonist agent, an alpha blocker
agent, an anesthetic agent, a bronchial dilator agent, a biocide agent, a bactericide agent, a
bacteriostat agent, a beta adrenergic blocker agent, a calcium channel blocker agent, a
cardiovascular drug agent, a contraceptive agent, a decongestant agent, a diuretic agent, a
depressant agent, a diagnostic agent, an electrolyte agent, a hypnotic agent, a hormone agent, a
hyperglycemic agent, a muscle relaxant agent, a muscle contractant agent, an ophthalmic agent, a
parasympathomimetic agent, a psychic energizer agent, a sedative agent, a sympathomimetic agent,
a tranquilizer agent, a urinary agent, a vaginal agent, a viricide agent, a vitamin agent, a non-
steroidal anti-inflammatory agent, an angiotensin converting enzyme inhibitor agent, and a sleep
inducer.

30. (Original) The pharmaceutical composition of claim 27, wherein the therapeutically active agent
is an antibody.

31. (Withdrawn) A method for treating a hyaluronan-associated disease or condition, comprising
administering to a subject a modified PH20 polypeptide of claim 1.

32. (Withdrawn) The method of claim 31, wherein the hyaluronan-associated disease or condition is
an inflammatory disease or a tumor or cancer.

33. (Withdrawn) The method of claim 32, wherein the hyaluronan-associated disease or condition is

a solid tumor.

DB1/ 147220529.1 4
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34, (Currently amended) The modified PH20 polypeptide of claim 1 that is modified by conjugation

to a moiety selected from ameng the group consisting of a multimerization domain, a toxin, a

detectable label, and a drug.
35. (Currently amended) The modified PH20 polypeptide of claim 34, wherein the modified PH20
polypeptide is conjugated to a multimerization domain that is an [[Fe]] Fc domain.
36. (Cancelled)
37. (Withdrawn) A method for increasing delivery of a therapeutic agent to a subject, comprising:
administering a modified PH20 polypeptide of claim 1 to the subject; and
administering a therapeutic agent, wherein the modified PH20 polypeptide and the
therapeutic agent are administered in separate compositions or in the same composition.
38. (Withdrawn) The method of claim 37, wherein administration of the therapeutic agent and PH20
polypeptide is by subcutaneous administration.
39. (Withdrawn) The method of claim 37, wherein the modified PH20 polypeptide is administered
before the therapeutic agent.
40. (Withdrawn) The method of claim 37, wherein the therapeutic agent is an antibody.
41. (Withdrawn) The method of claim 37, wherein the modified PH20 polypeptide and the

therapeutic agent are administered in the same composition.

DB1/ 147220529.1 5
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REMARKS

Claims 1-30, 34 and 35 are under examination in this application. Claims 1, 2, 8-10, 15, 17,
18, 22, 29, 34 and 35 are amended herein to correct informalities. Claims 31-33 and 37-41 are
withdrawn as being drawn to non-elected subject matter. Claim 36 has been cancelled without
disclaimer or prejudice thereto. Written support for the claim amendments is found in the
specification and original claims. No prohibited new matter is believed to be added herein. Entry of
the amendments and reconsideration of the application are requested.

The arguments and contentions presented in the Office Action should not be construed as
any acquiescence or agreement by Applicant with the stated reasoning therein regardless of
whether or not the following remarks specifically address any particular argument or contention
from the Office Action. Furthermore, although certain distinctions between the claims of the present
application and the cited references are addressed below, these distinctions are not necessarily

exhaustive.

Claim Objections
Claims 1, 2, 8-10, 17, 29, and 34 are objected to because of informalities. See Office Action at

Section No. 5. These claims have been amended in accordance with the Examiner’s suggestions.

Withdrawal of the objections is requested in view of the amendments.

Rejections Under 35 U.S.C. § 112

Claims 17-19, 34 and 36 stand rejected under 35 U.S.C. § 112 (second paragraph) as being
indefinite. See Office Action at Section No. 7-9. Claims 17 and 34 have been amended in accordance
with the Examiner’s suggestions. Claim 18 is amended for consistency with claim 17. Withdrawal of
the rejection is requested in view of the amendments.

Without acquiescing to the propriety of the rejection and solely in the interest of expediting

prosecution, claim 36 has been cancelled, rendering the rejection moot.

Double Patenting Rejections

Claims 1-30 and 34-36 are rejected on the ground of non-statutory double patenting as
being unpatentable over claims 1-4, 7-20 and 42-54 of U.S. Patent No. 9,447,401. See Office Action
at Section No. 10.

Claims 1-16, 20-30 and 34-36 are rejected on the ground of non-statutory double patenting
as being unpatentable over claims 3, 5, 11, 14, 23 and 28 of U.S. Patent No. 10,865,400. See Office
Action at Section No. 11.

Claims 1-30 and 34-36 are provisionally rejected on the ground of non-statutory double
patenting as being unpatentable over claims 1-10 and 11-18 of co-pending Application No.

18/340,802. See Office Action at Section No. 12.
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Applicant concurrently files terminal disclaimers obviating the rejections. Withdrawal of the

double patenting rejections is requested in view of the terminal disclaimers.

Conclusion
In view of the foregoing, Applicant awaits a favorable action on the merits. Should the
Examiner feel that there are any issues outstanding after consideration of this response, the

Examiner is invited to contact the undersigned representative to expedite prosecution.

Respectfully submitted,

Date: May 9, 2024
By: /Kalpesh V. Upadhye/

MORGAN LEWIS & BOCKIUS LLP Kalpesh V. Upadhye, Ph.D.
1111 Pennsylvania Ave, NW Registration No. 70,236
Washington, DC 20004

Customer Number: 28977 Robert Smyth, Ph.D.
Telephone: 202.739.5139 Registration No. 50,801

robert.smyth@morganlewis.com
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
28977 7590 06/12/2024
Morgan, Lewis & Bockius LLP (PH) MCKNIGHT, CIARA A
2222 Market Street
Philadelphia, PA 19103 | ART UNIT | papsrNuMBER |
1636
DATE MAILED: 06/12/2024
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
18/066,960 12/15/2022 Ge WEIL 063995-01-5105-US07 7106

TITLE OF INVENTION: PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

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

nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 09/12/2024

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

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

HOW TO REPLY TO THIS NOTICE:

I. Review the ENTITY STATUS shown above. If the ENTITY STATUS is shown as SMALL or MICRO, verify whether entitlement to that
entity status still applies.
It the ENTITY STATUS is the same as shown above, pay the TOTAL FEE(S) DUE shown above.

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

For purposes of this notice, small entity fees are 40% the amount of undiscounted fees, and micro entity fees are 20% the amount of
undiscounted fees.

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

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

IMPORTANT REMINDER: Maintenance fees are due in utility patents issuing on applications filed on or after Dec. 12, 1980.
It is patentee's responsibility to ensure timely payment of maintenance fees when due. More information is available at
www.uspto.gov/PatentMaintenanceFees.
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via the USPTO patent electronic filing system.

By mail, send to: Mail Stop ISSUE FEE By fax, send to:  (571)-273-2885
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where appropriate.
All further correspondence will be mailed to the current correspondence address as indicated unless corrected below or directed otherwise in Block 1, by (a) specifying a new
correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for maintenance fee notifications. Because electronic patent issuance may occur shortly after issue
fee payment, any desired continuing application should preferably be filed prior to payment of this issue fee in order not to jeopardize copendency.
Note: A certificate of mailing can only be used for domestic mailings of the
CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) Fee(s) Transmittal. This certificate cannot be used for any other accompanying
papers. Each additional paper, such as an assignment or formal drawing, must
have its own certificate of mailing or transmission.

28977 7590 06/12/2024 Certificate of Mailing or Transmission
Morgan, Lewis & Bockius LLP (PH) I hereby certify that this Fee(s) Transmittal is being deposited with the United
States Postal Service with sufficient postage for first class mail in an envelope
2222 Market Street addressed to the Mail Stop ISSUE FEE address above, or being transmitted to the
Philadelphia, PA 19103 USPTO via the USPTO patent electronic filing system or by facsimile to (571)

273-2885, on the date below.

(Typed or printed name)

(Signature)

(Date)]

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

18/066,960 12/15/2022 Ge WEI 063995-01-5105-US07 7106
TITLE OF INVENTION: PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 09/12/2024
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
MCKNIGHT, CIARA A 1656 424-094620
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys
or agents OR, alternatively, 1

M| Change of correspondence address (or Change of Correspondence

Address form PTO/AIA/122 or PTO/SB/122) attached. (2) The name of a single firm (having as 2 member a

registered attorney or agent) and the names of up to 2

2 registered patent attorneys or agents. If no name is
[ "Fee Address" indication (or "Fee Address" Indication form PTO/ liste%i, 1o narpr)le will be priﬁted. &

AIA/47 or PTO/SB/47; Rev 03-02 or more recent) attached. Use of a
Customer Number is required.

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

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document must have been previously
recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.81(a). Completion of this form is NOT a substitute for filing an assignment.

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

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

4a. Fees submitted: [issue Fee [(Apublication Fee (if required)
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

[ Electronic Payment via the USPTO patent electronic filing system (] Enclosed check (] Non-electronic payment by credit card (Attach form PTO-2038)

(] The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No.

5. Change in Entity Status (from status indicated above)
NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.

M| Applicant certifying micro entity status. See 37 CFR 1.29

NOTE: If the application was previously under micro entity status, checking this box will be taken

d Applicant asserting small entity status. See 37 CFR 1.27 to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro

| Applicant changing to regular undiscounted fee status. entity status, as applicable.

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

Authorized Signature Date
Typed or printed name Registration No.
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
18/066,960 12/15/2022 Ge WEI 063995-01-5105-US07 7106
| EXAMINER |
28977 7590 06/12/2024
Morgan, Lewis & Bockius LLP (PH) MCKNIGHT, CIARA A
2222 Market Street
Philadelphia, PA 19103 | ART UNIT PAPERNUMBER |

1656

DATE MAILED: 06/12/2024

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

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

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

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

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

The information collected by PTOL-85 Part B is required by 37 CFR 1.311. The information is required to obtain
or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 30 minutes to complete, including
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon
the individual case. Any comments on the amount of time you require to complete this form and/or suggestions
for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office,
U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection
of information unless it displays a valid OMB control number.

Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your
submission of the attached form related to a patent application or patent. The United States Patent and Trademark
Office (USPTO) collects the information in this record under authority of 35 U.S.C. 2. The USPTO’s system of
records is used to manage all applicant and owner information including name, citizenship, residence, post office
address, and other information with respect to inventors and their legal representatives pertaining to the applicant's/
owner’s activities in connection with the invention for which a patent is sought or has been granted. The applicable
Privacy Act System of Records Notice for the information collected in this form is COMMERCE/PAT-TM-7 Patent
Application Files, available in the Federal Register at 78 FR 19243 (March 29, 2013).

hitpsfweww govinfo. sovicontentpke/FR-2013-03-29df 201307341 pdf

Routine uses of the information in this record may include disclosure to:

1) law enforcement, in the event that the system of records indicates a violation or potential violation of law;
2) afederal, state, local, or international agency, in response to its request;
3) a contractor of the USPTO having need for the information in order to perform a contract;

4) the Department of Justice for determination of whether the Freedom of Information Act (FOIA) requires
disclosure of the record;

5) a Member of Congress submitting a request involving an individual to whom the record pertains, when the
individual has requested the Member’s assistance with respect to the subject matter of the record;

6) a court, magistrate, or administrative tribunal, in the course of presenting evidence, including disclosures to
opposing counsel in the course of settlement negotiations;

7) the Administrator, General Services Administration (GSA), or their designee, during an inspection of records
conducted by GSA under authority of 44 U.S.C. 2904 and 2906, in accordance with the GSA regulations
and any other relevant (i.e., GSA or Commerce) directive, where such disclosure shall not be used to make
determinations about individuals;

8) 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));

9) the Office of Personnel Management (OPM) for personnel research purposes; and
10)the Office of Management and Budget (OMB) for legislative coordination and clearance.

If you do not furnish the information requested on this form, the USPTO may not be able to process and/or examine
your submission, which may result in termination of proceedings, abandonment of the application, and/or expiration
of the patent.
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Application No. Applicant(s)
. N 18/066,960 WEI etal.
Notice of Allowability Examiner ArtUnit | AIA (FITF) Status
CIARA A MCKNIGHT 1656 No

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

1.} This communication is responsive to claim amendments 05/09/2024.
[ A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on .

2.[J An election was made by the applicant in response to a restriction requirement set forth during the interview on

; the
restriction requirement and election have been incorporated into this action.

3. The allowed claim(s) is/are 1-35 and 37-41 . As a result of the allowed claim(s), you may be eligible to benefit from the Patent
Prosecution Highway program at a participating intellectual property office for the corresponding application. For more information
, please see http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.

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

a) JAll b) (J Some* ¢) [J None of the:

1. [J Certified copies of the priority documents have been received.
2. [ Cetrtified copies of the priority documents have been received in Application No.

3. [ Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a}).

* Certified copies not received:

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

5.] CORRECTED DRAWINGS (as "replacement sheets") must be submitted.

(O including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

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

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

Attachment(s)

1.0 Notice of References Cited (PTO-892)

2. Information Disclosure Statements (PTO/SB/08),
Paper No./Mail Date .

3.0J Examiner's Comment Regarding Requirement for Deposit 7. J Other -
of Biological Material

4.(V] Interview Summary (PTO-413),
Paper No./Mail Date. 20240529.
/CIARA A MCKNIGHT/
Examiner, Art Unit 1656

5. Examiner's Amendment/Comment
6. Examiner's Statement of Reasons for Allowance

/MANJUNATH N RAO/
Supervisory Patent Examiner, Art Unit 1656

U.S. Patent and Trademark Office
PTOL-37 (Rev. 08-13)

Notice of Allowability Part of Paper No./Mail Date 20240525
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Application/Control Number: 18/066,960 Page 2
Art Unit: 1656

Notice of Allowance
1. The amendments to the claims filed 09 May 2024 are acknowledged and have been
considered in their entireties. Claims 1-35 and 37-41 are under examination after rejoinder (See

below).

Terminal Disclaimer
2. The terminal disclaimer filed on 09 May 2024 disclaiming the terminal portion of any
patent granted on this application which would extend beyond the expiration date of U.S. Patent

10865400 has been reviewed and is accepted. The terminal disclaimer has been recorded.

3. The terminal disclaimer filed on 09 May 2024 disclaiming the terminal portion of any
patent granted on this application which would extend beyond the expiration date of U.S. Patent

9447401 has been reviewed and is accepted. The terminal disclaimer has been recorded.

4. The terminal disclaimer filed on 28 March 2024 disclaiming the terminal portion of any
patent granted on this application which would extend beyond the expiration date of U.S.
Application No. 18/338189 has been reviewed and is accepted. The terminal disclaimer has

been recorded.
Withdrawal of Previous Objections/Rejections
5. The objections to claims 1, 2, 8-10, 17, 29, and 34 for informalities are withdrawn, since

the amended claims included the suggested change from the previous office action.

6. The 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second paragraph, rejection of claims

17-19 as being indefinite for the utilization of the term “modifications” in claim 17 is withdrawn,
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Application/Control Number: 18/066,960 Page 3
Art Unit: 1656

since the amended claim 17 recites “post-translational modifications” as suggested in the

previous office action.

7. The 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second paragraph, rejection of claim
34 for indefiniteness for the term “Fe domain” is withdrawn, since the amended claim 34 recites

“Fc domain” as suggested in the previous office action.

8. The 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second paragraph, rejection of claim
36 for indefiniteness for utilizing the term “c-terminally truncated” is withdrawn, since the claim

was cancelled.

9. The double patenting rejection over U.S. Patent 10865400 is withdrawn, since the

terminal disclaimer has been filed.

10. The double patenting rejection over U.S. Patent 9447401 is withdrawn, since the

terminal disclaimer has been filed.

11. The double patenting rejection over U.S. Application No. 18/338189 is withdrawn,

since the terminal disclaimer has been filed.

Election/Restrictions
12. Claims 1-30 and 34-35 are directed to an allowable product. Pursuant to the procedures
set forth in MPEP § 821.04(b), claims 31-33 and 37-41, directed to the process of making or
using the allowable product, previously withdrawn from consideration as a result of a restriction

requirement, are hereby rejoined and fully examined for patentability under 37 CFR 1.104.
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Application/Control Number: 18/066,960 Page 4
Art Unit: 1656

Because all claims previously withdrawn from consideration under 37 CFR 1.142 has
been rejoined, the restriction requirement as set forth in the Office action mailed on 22
December 2023 is hereby withdrawn. In view of the withdrawal of the restriction requirement
as to the rejoined inventions, applicant(s) are advised that if any claim presented in a divisional
application is anticipated by, or includes all the limitations of, a claim that is allowable in the
present application, such claim may be subject to provisional statutory and/or nonstatutory
double patenting rejections over the claims of the instant application. Once the restriction
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. See In re

Ziegler, 443 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01.

EXAMINER’S AMENDMENT

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

Authorization for this examiner's amendment was given in an interview with Robert
Smyth on 29 May 2024.

The application has been amended as follows:

In claim 37, line 1, delete the term “increasing”.

Reasons for Allowance
14. The following is an examiner’s statement of reasons for allowance: the claims are drawn
to a modified PH20 polypeptide with a mutation corresponding to position 317 in SEQ ID NO: 3
with at least 91% identity to a sequence selected from the group consisting of SEQ ID NOs: 3,
7, and 32-66. Prior to the priority date of 30 December 2011, the closest known art was Lin et al.

(Lin et al., 1993, PNAS—cited on the Information Disclosure Statement dated 07 June 2021),
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which discloses a PH20 variant that is 99.7% identical to SEQ ID NO: 3 in the instant application
(See Supplemental File, 20240201_135928_us-17-327-586-3.minpct90.rpr). Lin et al. does not
suggest mutating site 320 or functionally study the PH20 variant in any manner to determine
increased stability, solubility, or hyaluronidase activity. As such, the instant claims are deemed
novel and non-obvious and claims 1-35 and 37-41 are allowed.

Any comments considered necessary by applicant must be submitted no later than the
payment of the issue fee and, to avoid processing delays, should preferably accompany the
issue fee. Such submissions should be clearly labeled “Comments on Statement of Reasons

for Allowance.”

15. Any inquiry concerning this communication or earlier communications from the examiner
should be directed to CIARA A MCKNIGHT whose telephone number is (703)756-4791. The
examiner can normally be reached M-F 9:00am-5:30pm.

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, Manjunath Rao can be reached on (571) 272-0939. The fax phone number for the
organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of published or unpublished applications may be
obtained from Patent Center. Unpublished application information in Patent Center is available
to registered users. To file and manage patent submissions in Patent Center, visit:
https://patentcenter.uspto.gov. Visit https://www.uspto.gov/patents/apply/patent-center for more
information about Patent Center and https://www.uspto.gov/patents/docx for information about

filing in DOCX format. For additional questions, contact the Electronic Business Center (EBC) at
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Art Unit: 1656

866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service

Representative, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/CIARA A MCKNIGHT/

Examiner, Art Unit 1656

/MANJUNATH N RAC/
Supervisory Patent Examiner, Art Unit 1656
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Application No. Applicant(s)
18/066,960 WEI, Ge
. iy . i AlA (First | t
Examiner-Initiated Interview Summary ET:E’A'":r o | o riie) st | P29
MCKNIGHT 1656 | No 1of1

CIARA A MCKNIGHT Examiner Telephonic
Robert Smyth Attorney of Record

Date of Interview: 29 May 2024

Issues Discussed:

Proposed Amendment(s)

An amendment to claim 37 of rejoined claims was discussed, where the Examiner will write up an
Examiner's Amendment deleting the term of degree, increasing, putting the claim in allowable condition.
This claim language is in agreement with previously allowed cases.

/CIARA A MCKNIGHT/
Examiner, Art Unit 1656

Applicant is reminded that a complete written statement as to the substance of the interview must be made of record in
the application file. It is the applicants responsibility to provide the written statement, unless the interview was initiated
by the Examiner and the Examiner has indicated that a written summary will be provided. See MPEP 713.04

Please further see:

MPEP 713.04

Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews, paragraph (b)

37 CFR § 1.2 Business to be transacted in writing

Applicant recordation instructions:|t is not necessary for applicant to provide a separate record of the substance of interview.

Examiner recordation instructions: Examiners must summarize the substance of any interview of record. A complete
and proper recordation of the substance of an interview should include the items listed in MPEP 713.04 for complete
and proper recordation including the identification of the general thrust of each argument or issue discussed, a general
indication of any other pertinent matters discussed regarding patentability and the general results or outcome of the
interview, to include an indication as to whether or not agreement was reached on the issues raised.

U.S. Patent and Trademark Office
PTOL-413/413b (Rev. Oct. 2019) Interview Summary Paper No. 20240525
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |g066 950 WEl et al
H “ H “H Examiner Art Unit
CIARA A MCKNIGHT 1656
CPC
Symbol Type Version
C12N 2474 F 2013-01-01
AB1K 47 | 2013-01-01
AB1K 28 | 2013-01-01
AB1K 06 | 2013-01-01
c12Y 01035 | 2013-01-01
AB1K 0019 | 2013-01-01
AB1K 10 | 2013-01-01
c12Q 34 | 2013-01-01
A61P 00 | 2018-01-01
CO7K 47 | 2013-01-01
GO1N 926 A 2013-01-01
GO1N 928 A 2013-01-01
YO02A 30 A 2018-01-01
CO7K 30 A 2013-01-01
AB1K 00 A 2013-01-01
CPC Combination Sets
Symbol Type Set Ranking Version
A61K 28 | 1 2013-01-01
AB1K 00 | 1 2 2013-01-01
AB1K 47 | 2 1 2013-01-01
AB1K 00 | 2 2 2013-01-01
CIARA A MCKNIGHT/ 25 May 2024 .
Examiner, Art Unit 1656 Total Claims Allowed:
(Assistant Examiner) (Date) 40
/MANJUNATH N RAO/ 29 May 2024 . . _—
Supervisory Patent Examiner, Art Unit 1656 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none
U.S. Patent and Trademark Office Part of Paper No.: 20240525
Page 1 of 3
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Application/Control No.
Issue Classification |g066 950

Applicant(s)/Patent Under Reexamination

WEI et al.

Art Unit

H “ H “H o
CIARA A MCKNIGHT 1656

INTERNATIONAL CLASSIFICATION

CLAIMED

C12N

AB1K

AB1K

AB1K

AB1K

AB1K

AB1P

CO7K

c12Q

AB1K

AB1P

AB1P

AB1P

AB1P

AB1P

AB1P

NON-CLAIMED

US ORIGINAL CLASSIFICATION

CLASS

SUBCLASS

CROSS REFERENCES(S)

CLASS

SUBCLASS (ONE SUBCLASS PER BLOCK)

CIARA A MCKNIGHT/ 25 May 2024

Examiner, Art Unit 1656 Total Claims Allowed:
(Assistant Examiner) (Date) 40

/MANJUNATH N RAO/ 29 May 2024 . . -
Supervisory Patent Examiner, Art Unit 1656 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none

U.S. Patent and Trademark Office

Page 2 of 3

Part of Paper No.: 20240525
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification |g066 950 WEl ot al
CIARA A MCKNIGHT 1656

Claims renumbered in the same order as presented by applicant [J CPA T.D. O RA1.47

CLAIMS

Final |Original|Final OriginallFinaI Original |Final

Original|Final |Original|Final |Original|Final |Original|Final |Original

CIARA A MCKNIGHT/ 25 May 2024

Examiner, Art Unit 1656 Total Claims Allowed:
(Assistant Examiner) (Date) 40

/MANJUNATH N RAO/ 29 May 2024 . . -
Supervisory Patent Examiner, Art Unit 1656 O.G. Print Claim(s) | O.G. Print Figure
(Primary Examiner) (Date) 1 none

U.S. Patent and Trademark Office

Part of Paper No.: 20240525

Page 3 of 3
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Application/Control No.

Applicant(s)/Patent Under Reexamination

Search Nofes 18/066,960 WEl et al
CIARA A MCKNIGHT 1656

CPC - Searched*
Symbol Date Examiner
CPC Combination Sets - Searched*
Symbol Date Examiner
C12N 9/2474, A61P 35/00, CO7K 14/47, CO7K 2319/30, GO1N 2333/ 03/15/2024 ICAM/
926, GO1TN 2333/928
US Classification - Searched*
Class Subclass Date Examiner

* See search history printout included with this form or the SEARCH NOTES box below to determine the scope of

the search.

Search Notes

Search Notes Date Examiner
PALM inventor name search, all inventors searched 03/15/2024 /CAM/
SEARCH inventor name and assignee search, all inventors searched | 03/15/2024 /CAM/
SSeE;F;CSTrgg[SSase keyword search, see attached printouts for 03/15/2024 /CAM/
PUBMED keyword search, see attached printouts for search strategy | 03/15/2024 /CAM/
STIC sequence search 03/01/2024 /CAM/
SEARCH inventor name and assignee search, updated 05/25/2024 /CAM/
PUBMED keyword search, updated 05/25/2024 /CAM/

U.S. Patent and Trademark Office
Page 1 of 2
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Search Nofes

Application/Control No.

Applicant(s)/Patent Under Reexamination

18/066,960 WEI et al.
H“N“W H““H ‘ “H“‘ — .
CIARA A MCKNIGHT 1656
Interference Search
US Class/CPC US Subclass/CPC Group Date Examiner
Symbol
inventors names and assignee in SEARCH 05/25/2024 /ICAM/

U.S. Patent and Trademark Office

Page 2 of 2

Part of Paper No.: 20240525
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Add terms to the query box

All Fields

States governmernt

PubMed Advanced Search Builder

Query box

History and Search Details

Search

Actions Details Query

wnn Search:
Search:
Search:
aas Search:
Smrch
Search:
Search:
aae Search:
sox Search:

Search:

Search:

ch: hyaluronidase PH20 disease i1 14:15:04

: hyaluronidase PH30

: hyaluronidase PH30 - Schema: all

Results  Time
hyaluronidase PH20 cancer 48
hyammmdase pﬁzuwmm .............................................................................................
hyaluronidase PH20 drug
hyaluronidase PH20 pharmaceutical
hyaluconidase PH20 post translational modification
hyaluronidase PH20 post translational
hyaluronidase PHZO glycosylation
hyaluronidase PH20 317
hyaiummdasepﬁzggwuscmm& a“ e O ,.,,14:13:49
hyaturonidase PH20 327 11401344
hyaluronidase PH20 mutation

hyaluronidase PH20
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#1 oo Search: hyaluronidase

o 14 of 18 entries
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PE2E SEARCH - Search History (Prior Art)

Ref #

Hits

[Search Query

DBs

Default
Operator

Plurals

British
Equivalents

Time Stamp

L1

L2

L3

L4

L5

L6

L7

L8

55

51

1490

Il

56

52

1500

72

((("Halozyme") near3
("Inc"))).AS,AANM.

((("Halozyme") near3
("Inc"))).AS,AANM.
AND hyaluronan

((("WEI") near3 ("Ge"))
OR (("SHEPARD")
near3 ("H")) OR
(("ZHAQO") near3
("Qiping")) OR
(("CONNOR") near3
("Robert"))).INV.

((("WEI") near3 ("Ge"))
OR (("SHEPARD")
near3 ("H")) OR
(("ZHAQ") near3
("Qiping")) OR
(("CONNOR") near3
("Robert"))).INV. AND
hyaluronan

((("Halozyme") near3
("Inc"))).AS,AANM.

((("Halozyme") near3
("Inc"))).AS,AANM.
AND hyaluronan

(("WEI") near3 ("Ge"))
OR (("SHEPARD")
near3 ("H")) OR
(("ZHAO") near3
("Qiping")) OR
(("CONNOR") near3
("Robert"))).INV.

((("WEI") near3 ("Ge"))
OR (("SHEPARD")
near3 ("H")) OR
(("ZHAO") near3
("Qiping")) OR
(("CONNOR") near3
("Robert"))).INV. AND

hyaluronan

(USPAT)

(USPAT)

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

(USPAT)

(USPAT)

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

(US-PGPUB; USPAT,;
USOCR; EPO; JPO;
DERWENT)

OR

OR

OR

OR

OR

OR

OR

OR

ON

ON

ON

ON

ON

ON

ON

ON

ON

ON

ON

ON

ON

ON

ON

ON

2024/03/15
04:15 PM

2024/03/15
04:15 PM

2024/03/15
04:16 PM

2024/03/15
04:17 PM

2024/05/25
02:11 PM

2024/05/25
02:11 PM

2024/05/25
02:11 PM

2024/05/25
02:11 PM

PE2E SEARCH - Search History (Interference)

There are no Interference searches to show.

05/25/2024 02:11:41 PM Page 1 of 1
Workspace: 18066960 inventor CM
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Filed via Patent Center

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Application of:  HALOZYME, INC. Confirmation 7106
No.:
Serial No.: 18/066,960 Art Unit; 1656
Filed: 15-Dec-2022 Examiner: CIARA A
MCKNIGHT
For: PH20 POLYPEPTIDE Attorney 063995-01-5105-
VARIANTS, Docket No. USo07
FORMULATIONS AND

USES THEREOQOF

INFORMATION DISCLOSURE STATEMENT

In view of McKesson Information Solutions v. Bridge Medical (Fed. Cir. 2007), Applicant
wishes to inform the Examiner (as required under MPEP 2001.06(b)) that this case is related to
U.S. Patent Application Nos. 18/599,428 filed March 8, 2024, and 18/659,215 filed May 9, 2024.

The Examiner is encouraged to review the art made of record, any Office Action, and any
Notice of Allowance in the above-mentioned related applications. Applicant assumes that due to
the ease of review on PAIR by the Examiner, Applicant need not submit copies of the individual
Office Actions and/or Notices of Allowance. Applicant assumes that the Examiner is aware that
prosecution is on-going in some of these cases, and that the Examiner will continue to evaluate the

cases as need be.

In accordance with MPEP § 609.02, Applicant understands that the Examiner will consider
information which has been considered by the Office in the referenced related applications.
Furthermore, pursuant to 37 C.F.R. § 1.98(d), copies of any foreign and non-patent literature
documents that were previously cited by or submitted to the Office in the referenced related

applications are not being submitted herewith.

Pursuant to 37 C.F.R. §§ 1.97(g) and (h), the filing of this Information Disclosure
Statement shall not be construed as a representation that a search has been made nor as an

admission that that the information cited in the statement is, or is considered to be, material to
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patentability as defined in 37 C.F R. § 1.56(b). Although the information submitted herewith may
be “material” to the Examiner’s consideration of the subject application, this submission is not
intended to constitute an admission that such information is “prior art” as to the claimed invention.

MPEP § 2129.

Respectfully submitted,

Date: _June 13,2024 /Kalpesh V. Upadhye/ 70,236
Kalpesh V. Upadhye, Ph.D. (Reg. No.)
Attorney for Applicant

MORGAN, LEWIS & BOCKIUS LLP
2222 Market Street

Philadelphia, PA 19103-3007

Telephone: 215.963.5000

Direct Dial: 202.739.5175

Facsimile: 215.963.5001

Customer No. 28977

Petitioner Merck, Ex. 1002, p. 576



PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), by mail or fax, or via the USPTO patent electronic filing system.

By mail, send to: Mail Stop ISSUE FEE By fax, send to:  (571)-273-2885
Commissioner for Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where appropriate.
All further correspondence will be mailed to the current correspondence address as indicated unless corrected below or directed otherwise in Block 1, by (a) specifying a new
correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for maintenance fee notifications. Because electronic patent issuance may occur shortly after issue
fee payment, any desired continuing application should preferably be filed prior to payment of this issue fee in order not to jeopardize copendency.
Note: A certificate of mailing can only be used for domestic mailings of the
CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) Fee(s) Transmittal. This certificate cannot be used for any other accompanying
papers. Each additional paper, such as an assignment or formal drawing, must
have its own certificate of mailing or transmission.

28977 7590 06/12/2024 Certificate of Mailing or Transmission
Morgan, Lewis & Bockius LLP (PH) I hereby certify that this Fee(s) Transmittal is being deposited with the United
States Postal Service with sufficient postage for first class mail in an envelope
2222 Market Street addressed to the Mail Stop ISSUE FEE address above, or being transmitted to the
Philadelphia, PA 19103 USPTO via the USPTO patent electronic filing system or by facsimile to (571)

273-2885, on the date below.

(Typed or printed name)

(Signature)

(Date)]

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

18/066,960 12/15/2022 Ge WEI 063995-01-5105-US07 7106
TITLE OF INVENTION: PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF

| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional UNDISCOUNTED $1200 $0.00 $0.00 $1200 09/12/2024
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
MCKNIGHT, CIARA A 1656 424-094620
1. Change of correspondence address or indication of "Fee Address” (37 2. For printing on the patent front page, list
CFR 1.363). (1) The names of up to 3 registered patent attorneys

1 Morgan, Lewis & Bockius LLP

or agents OR, alternatively,
(2) The name of a single firm (having as a member a
registered attorney or agent) and the names of up to 2

2 registered patent attorneys or agents. If no name is
[ "Fee Address" indication (or "Fee Address" Indication form PTO/ liste%i, 1o narpr)le will be priﬁted. &

AIA/47 or PTO/SB/47; Rev 03-02 or more recent) attached. Use of a
Customer Number is required.

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

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document must have been previously
recorded, or filed for recordation, as set forth in 37 CFR 3.11 and 37 CFR 3.81(a). Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)
HALOZYME, INC. SAN DIEGO, CALIFORNIA

M| Change of correspondence address (or Change of Correspondence
Address form PTO/AIA/122 or PTO/SB/122) attached.

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

4a. Fees submitted: XllIssue Fee [(Apublication Fee (if required)
4b. Method of Payment: (Please first reapply any previously paid fee shown above)

¥ Electronic Payment via the USPTO patent electronic filing system (] Enclosed check (] Non-electronic payment by credit card (Attach form PTO-2038)

The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any overpayment to Deposit Account No. 50-0310

5. Change in Entity Status (from status indicated above)
NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.

M| Applicant certifying micro entity status. See 37 CFR 1.29

NOTE: If the application was previously under micro entity status, checking this box will be taken

d Applicant asserting small entity status. See 37 CFR 1.27 to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro

| Applicant changing to regular undiscounted fee status. entity status, as applicable.

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

Authorized Signature _/<@lpesh V. Upadhye/ Date June 13, 2025
Typed or printed name Kalpesh V. Upadhye Ph.D. Registration No. 70,236
Page 2 of 3
PTOL-85 Part B (11/23) Approved for use through 03/31/2026 OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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UNITED STATES PATENT AND TRADEMARK OFFIGE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office

Address: COMMISSIONER FOR PATENTS
P.0O. Box 1450
Alexandria, Virginia 22313-1450

APPLICATION FILING or GRP ART =
NUMBER | 371(c) DATE | UNIT | FIL FEE REC'D ATTY.DOCKET.NO |TOT CLAIMS | IND CLAIMS |
18/066,960 12/15/2022 1656 5100 063995-01-5105-US07 36 1
CONFIRMATION NO. 7106
28977 REPLACEMENT FILING RECEIPT

Morga, Low &Sk LLP () IRy

Philadelphia, PA 19103
Date Mailed: 06/26/2024

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)
Ge WEI, San Diego, CA;
H. Michael Shepard, Eugene, OR,;
Qiping Zhao, San Diego, CA;
Robert James Connor, Oceanside, CA;
Applicant(s)
Halozyme, Inc., San Diego, CA;

Power of Attorney: The patent practitioners associated with Customer Number 28977

Domestic Priority data as claimed by applicant
This application is a DIV of 17/327,568 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
which claims benefit of 61/796,208 11/01/2012
and claims benefit of 61/631,313 12/30/2011
and said 17/327,568 05/21/2021 is a CON of 16/824,572 03/19/2020 PAT 11,041,149
which is a CON of 15/226,489 08/02/2016 PAT 10,865,400
and said 17/327,568 05/21/2021 is a CON of 15/226,489 08/02/2016 PAT 10,865,400
and is a CON of 13/694,731 12/28/2012 PAT 9,447,401
This application is a DIV of 17/327,586 05/21/2021
which is a CON of 16/912,590 06/25/2020 PAT 11,066,656
and is a CON of 16/824,572 03/19/2020 PAT 11,041,149
page 1 of 4
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and is a CON of 15/226,489 08/02/2016 PAT 10,865,400
and is a CON of 13/694,731 12/28/2012 PAT 9,447,401
This application is a DIV of 16/912,590 06/25/2020 PAT 11,066,656
and is a DIV of 16/824,572 03/19/2020 PAT 11,041,149

which is a DIV of 13/694,731 12/28/2012 PAT 9,447,401
This application is a CON of 15/226,489 08/02/2016 PAT 10,865,400
and is a DIV of 13/694,731 12/28/2012 PAT 9,447,401

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: Yes
Permission to Access Search Results: Yes

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: 01/24/2023

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

is US 18/066,960
Projected Publication Date: 05/18/2023
Non-Publication Request: No

Early Publication Request: No
Title

PH20 POLYPEPTIDE VARIANTS, FORMULATIONS AND USES THEREOF
Preliminary Class

424
Statement under 37 CFR 1.55 or 1.78 for AIA (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
page 2 of 4
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in various respects from the patent law of the United States, applicants are advised to seek guidance from specific
foreign countries to ensure that patent rights are not lost prematurely.

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

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

For information on preventing theft of your intellectual property (patents, trademarks and copyrights), you may wish
to consult the U.S. Government website, http://www.stopfakes.gov. Part of a Department of Commerce initiative,
this website includes self-help "toolkits" giving innovators guidance on how to protect intellectual property in specific
countries such as China, Korea and Mexico. For questions regarding patent enforcement issues, applicants may
call the U.S. Government hotline at 1-866-999-HALT (1-866-999-4258).

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

page 3 of 4
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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
technology, manufacture products, deliver services, and grow your business, visit http:/www.SelectUSA.gov or call
+1-202-482-6800.

page 4 of 4
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWw.uspto.gov

| APPLICATION NO. ISSUE DATE I PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
18/066,960 08/06/2024 12054758 063995-01-5105-US07 7106
28977 7590 07/17/2024
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street

Philadelphia, PA 19103

ISSUE NOTIFICATION

The projected patent number and issue date are specified above. The patent will issue electronically. The
electronically issued patent is the official patent grant pursuant to 35 U.S.C. § 153. The patent may be accessed
on or after the issue date through Patent Center at https://patentcenter.uspto.gov/. The patent will be available in
both the public and the private sides of Patent Center. Further assistance in electronically accessing the patent,
or about Patent Center, is available by calling the Patent Electronic Business Center at 1-888-217-9197.

The USPTO is implementing electronic patent issuance with a transition period, during which period the
USPTO will mail a ceremonial paper copy of the electronic patent grant to the correspondence address of
record. Additional copies of the patent (i.e., certified and presentation copies) may be ordered for a fee from the
USPTO’s Certified Copy Center at https://certifiedcopycenter.uspto.gov/index.html. The Certified Copy Center
may be reached at (800)972-6382.

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

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

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

Applicant will be able to obtain more detailed information by accessing the Patent Center (https:/
patentcenter.uspto.gov).

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office
of Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should
be directed to the Application Assistance Unit (AAU) of the Office of Patents Stakeholder Experience (OPSE),
Stakeholder Support Division (SSD) at (571)-272-4200.

IR103 (Rev. 10/09)
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INVENTORC(s) (Please sce PATENT CENTER site https://patentcenter.uspto.gov for additional inventors):

Ge WEI, San Diego, CA;

H. Michael Shepard, Eugene, OR;
Qiping Zhao, San Diego, CA;

Robert James Connor, Oceanside, CA;

APPLICANT(s) (Please see PATENT CENTER site https://patentcenter.uspto.gov for additional applicants):

Halozyme, Inc., San Diego, CA;

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

IR103 (Rev. 10/09)
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWw.uspto.gov

| APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
18/066,960 12/15/2022 Ge WEL 063995-01-5105-US07 7106
28977 7590 . 08/06/2024 | EXAMINER |
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street MCKNIGHT, CIARA A
Philadelphia, PA 19103
| ART UNIT | PAPER NUMBER |
1656
| NOTIFICATION DATE | DELIVERY MODE |
08/06/2024 ELECTRONIC

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

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

judith.troilo@morganlewis.com
phpatentcorrespondence @ morganlewis.com

PTOL-90A (Rev. 04/07)
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APPLICATION NO. ISSUE DATE PATENT NO.
18/066,960 06-Aug-2024 12054758
Morgan, Lewis & Bockius LLP (PH)
2222 Market Street
Philadelphia, PA 19103
EGRANT NOTIFICATION

Your electronic patent grant (eGrant) is now available, which can be accessed via Patent Center at https:/

patentcenter.uspto.gov

The electronic patent grant is the official patent grant under 35 U.S.C. 153. For more information, please visit

https://www.uspto.gov/electronicgrants
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