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Item 1.01. Entry into a Material Definitive Agreement
 
On April 17, 2017, uniQure biopharma B.V, a subsidiary of uniQure N.V. (uniQure biopharma B.V. and uniQure N.V. together being the “Company”), entered
into an Assignment and License Agreement with Professor Paolo Simioni (“Dr. Simioni”) (the “Padua Assignment”). Pursuant to the Padua Assignment, the
Company acquired from Dr. Simioni all right, title and interest in a patent family covering the variant of the Factor IX gene, carrying an R338L mutation
(“Padua IP”).  Under the Padua Assignment, certain know-how included in the Padua IP has also been licensed to the Company. The Company will provide
Dr. Simioni with an initial license fee and reimbursement of past expenses, as well as payments that may come due upon the achievement of certain milestone
events related to the development of the Padua IP, which payments in the aggregate may be up to €8,100,000 and may also include royalties on a percentage
of certain revenues. The Company has granted a license back of the Padua IP to Dr. Simioni for any therapeutic or diagnostic use (other than in connection
with gene therapy) and for non-commercial research purposes.  The Company has agreed to indemnify Dr. Simioni for claims arising from the Company’s
research, development, manufacture or commercialization of any product making use of the Padua IP, subject to certain conditions.  The Padua Assignment
will remain in effect, unless otherwise terminated pursuant to the terms of the Padua Assignment, until the later of (i) the expiration date of the last of the
patents within the Padua IP and (ii) the expiration of the payments obligations under the Padua Assignment.
 
Dr. Simioni, a renowned hemophilia expert at the University of Padua, Italy, is widely recognized as the first to identify this mutant. Professor Simioni filed a
PCT application on September 15, 2009, and patent applications are pending in the United States, Europe, and Canada. The U.S. Patent and Trademark Office
issued U.S. Patent 9,249,405 on February 2, 2016, which includes claims directed to Factor IX protein with a leucine at the R338 position of the protein
sequence, nucleic acid sequences coding for this protein, and therapeutic applications, including gene therapy. Additional fast track divisional patent
applications have also been filed in the United States and in Europe that would further strengthen the Company’s intellectual property position. Dr. Simioni is



serving as advisor and consultant to the Company for the development of therapeutic products using his invention of FIX-Padua. He will assist in the
Company’s discussions with regulators, investigators, and key opinion leaders throughout the clinical development of AMT-061.
 
As a result of the further developments discussed below, the Company has concluded that the Padua Assignment has become a material definitive agreement
of the Company. On October 19, 2017, the Company announced via press release the Padua Assignment and acquisition of the Padua IP.
 
The Padua Assignment is filed herewith as an exhibit to this Form 8-K and confidential treatment has been requested for certain information contained in the
license (indicated by double asterisks within the exhibit) and such information has been omitted and filed separately with the SEC. The press releases
announcing the acquisition of the Padua variant of Factor IX is being furnished herewith as an exhibit to this Form 8-K and shall not deemed “filed” for
purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities under that Section,
nor shall it deemed incorporated by reference into any registration statements or other filing under the Securities Act of 1933, as amended, or the Exchange
Act, except as shall be expressly set forth by specific reference in such filing.
 
Item 8.01. Other Events
 
On October 19, 2017, the Company announced significant progress with its hemophilia B gene therapy program. The Company announced that following
multi-disciplinary meetings with the U.S. Food and Drug Administration (“FDA”) and the European Medicines Agency (“EMA”), the Company plans to
expeditiously advance AMT-061, which combines an AAV5 vector with the FIX-Padua mutant, into a pivotal study in 2018 for patients with severe and
moderately severe hemophilia B.
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AMT-061 and AMT-060, the latter of which has been tested in 10 patients in an ongoing Phase I/II clinical trial, are identical in structure apart from two
nucleotide substitutions in the coding sequence for FIX.  The gene variant, referred to as FIX-Padua, expresses a protein with a single amino acid substitution
that has been reported in multiple preclinical and nonclinical studies to provide an approximate 8 to 9-fold increase in FIX activity compared to the wild-type
FIX protein. All other critical quality attributes of AMT-061 are expected to be comparable to those of AMT-060, as AMT-061 utilizes the same AAV5 capsid
and proprietary insect cell-based manufacturing platform.
 
Clinical and Regulatory Pathway for AMT-061
 
·                                          The FDA has agreed that AMT-061 will be included under the existing Breakthrough Therapy designation and Investigational New Drug (“IND”) for

AMT-060. The EMA also has agreed that AMT-061 will be included under the current PRIME designation.
 
·                                          The Company achieved general agreement with the FDA and EMA on the proposed pivotal trial plan for AMT-061. The study is expected to be an

open-label, single-dose, multi-center, multi-national trial investigating the efficacy and safety of AMT-061 administered to adult patients with severe
or moderately severe hemophilia B. The primary objective of the trial is to evaluate AMT-061 for prevention of bleedings. Secondary objectives
include additional efficacy and safety aspects. Patients will serve as their own control, with a baseline established during a six-month observational
lead-in phase prior to treatment with AMT-061.

 
·                                          Concurrent with the start of the six-month lead-in phase of the pivotal study, a short dose-confirmation study is expected to begin in the third quarter

of 2018. Three patients will receive a single intravenous (“IV”) dose of AMT-061 at 2 x 1013 gc/kg and will be evaluated for a period of
approximately six weeks to assess FIX activity levels and confirm the dose.  Each patient will continue to be followed longer term, and no lead-in
phase is required for the dose confirmation study.

 
AMT-061 Nonclinical Data Demonstrate Tolerability and Substantial Increases in FIX Activity
 
·                                          A Good Laboratory Practices (“GLP”), nonclinical study of AMT-061 has been performed in non-human primates at four different dose levels up to a

dose of 9 x 1013 gc/kg. The purpose of this study was to compare AMT-061 to AMT-060 with respect to liver transduction, circulating FIX protein
levels, circulating FIX activity levels and toxicity, after a single intravenous dose with 13- or 26-week observation periods.

 
·                                          Data from the study demonstrated a strong correlation between dose and human FIX (“hFIX”) expression levels, as well as biological activity of the

expressed hFIX protein.  At equal doses, circulating vector DNA plasma levels, liver distribution, liver cell transduction and hFIX protein expression
were comparable for both AMT-060 and AMT-061.  Additionally, AMT-061 demonstrated substantial increases in hFIX clotting activity compared
to AMT-060, consistent with those previously reported for FIX-Padua.

 
·                                          Based on a statistical analysis of the AMT-061 and AMT-060 non-human primate data, as well as the clinical data from the Phase I/II trial of AMT-

060, the Company believes that AMT-061 administered at a dose of 2 x 1013 gc/kg may lead to mean FIX activity of approximately 30 to 50 percent
of normal.
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·                                          The study also examined toxicology of AMT-061, including liver enzyme activity, coagulation biomarkers and other safety parameters.  Data from

the study demonstrated that AMT-061 was well-tolerated with no evidence of any significant toxicological findings.  There was no increased
thrombin generation or increased fibrin formation or degradation detected during the six months of follow-up.  No increase in immunogenicity is
expected with AMT-061, as there are no changes in the AAV5 capsid.

 
AMT-061 Continues to Leverage AAV5’s Favorable Tolerability and Immunogenicity Results
 
·                                          AAV5-based gene therapies have been demonstrated to be generally safe and well-tolerated in a multitude of clinical trials, including three Company

trials conducted in 22 patients in hemophilia B and other indications.
 



·                                          In contrast to data reported using other AAV capsids delivered systemically via IV infusion, no patient treated in clinical trials with the Company’s
AAV5 gene therapies has experienced any confirmed, T-cell-mediated immune response to the capsid or material loss of FIX activity.

 
·                                          An independent clinical trial has demonstrated that AAV5 has the lowest prevalence of preexisting neutralizing antibodies (“NAb”) compared to

other AAV vectors.  Data from the Phase I/II study of AMT-060 also demonstrated clinical proof-of-concept in the presence of preexisting NAb to
AAV5, suggesting that all, or nearly all hemophilia B patients may be eligible for treatment with AMT-061.

 
Commercial-scale, GMP Manufacturing of AMT-061 Clinical Material Underway
 
·                                          The Company has initiated production of multiple clinical-grade batches of AMT-061 in its state-of-the-art Lexington, MA manufacturing facility.

Material is being produced at commercial scale and utilizing current Good Manufacturing Practices (“cGMP”).  The Company expects to begin
releasing product for the pivotal trial by the first quarter of 2018.  The manufacturing process, controls and methods utilized for AMT-061 are
consistent to those previously used for AMT-060.

 
·                                          The Company has achieved alignment with the FDA and EMA on its plan to establish comparability between AMT-061 and AMT-060.  The

Company expects to complete its ongoing comparability analysis and plans to submit the data to the agencies for review in the first quarter of 2018.
Data reviewed to date support comparability between AMT-061 and AMT-060.

 
Exclusive Patent Covers the Use of Padua in Gene Therapy for Hemophilia B
 
·                                          In a separate press release, the Company today announced that it has acquired a patent family that broadly covers the FIX-Padua variant and its use in

gene therapy for the treatment of coagulopathies, including hemophilia B. This family includes a patent issued in the United States, as well as
pending patent applications in Europe and Canada.  The Company recently filed divisional patent applications that would further strengthen its
intellectual property position related to the FIX-Padua variant.

 
·                                          The patent family was acquired from Professor Paolo Simioni, a renowned hemophilia expert at the University of Padua, Italy, who is widely

recognized as the first to identify the
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mutation. Professor Simioni is serving as an advisor and consultant exclusively to the Company for the development of gene therapy products using
his invention.  He is expected to assist the Company in its discussions with regulators, investigators and key opinion leaders throughout the clinical
development of AMT-061.

 
The press release announcing progress with the hemophilia B gene therapy program is being furnished herewith as exhibit to this Form 8-K and shall not be
deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities
under that Section, nor shall it be deemed incorporated by reference into any registration statement or other filing under the Securities Act of 1933, as
amended, or the Exchange Act, except as shall expressly set forth by specific reference in such filing.
 
Item 9.01              Financial Statements and Exhibits
 
(d)           Exhibits
 
10.1* Assignment and License Agreement dated April 17, 2017 between Professor Paolo Simioni and uniQure biopharma B.V.
99.1 Press Release of uniQure N.V. dated October 19, 2017 announcing progress with hemophilia B gene therapy program
99.2 Press Release of uniQure N.V. dated October 19, 2017 announcing the strengthening of the Company’s intellectual property portfolio with the

Company’s acquisition of patent family providing broad protection of the hyperactive Padua variant of Factor IX (FIX-Padua)
 

* Confidential treatment has been requested for certain information contained in this Exhibit (indicated by double asterisks). Such information has been
omitted and filed separately with the SEC.
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EXHIBIT INDEX

 
10.1* Assignment and License Agreement dated April 17, 2017 between Professor Paolo Simioni and uniQure biopharma B.V.
99.1 Press Release of uniQure N.V. dated October 19, 2017 announcing progress with hemophilia B gene therapy program
99.2 Press Release of uniQure N.V. dated October 19, 2017 announcing the strengthening of the Company’s intellectual property portfolio with the

Company’s acquisition of patent family providing broad protection of the hyperactive Padua variant of Factor IX (FIX-Padua)
 

* Confidential treatment has been requested for certain information contained in this Exhibit (indicated by double asterisks). Such information has been
omitted and filed separately with the SEC.
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SIGNATURES

 



Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned, thereunto duly authorized.

 
 

 

UNIQURE N.V.
   
   
Date: October 19, 2017 By: /S/ MATTHEW KAPUSTA
  

Matthew Kapusta
  

Chief Executive Officer
 

7



Exhibit 10.1
 

Execution Version
Privileged & Confidential

 
Certain information in this document has been omitted and filed separately with the Securities and Exchange Commission pursuant to Rule 24b-2 under the

Securities Exchange Act of 1934. Confidential treatment has been requested with respect to the omitted portions. Double asterisks denote omissions.
 

ASSIGNMENT AND LICENSE AGREEMENT
 

THIS ASSIGNMENT AND LICENSE AGREEMENT (this “Agreement”) is dated as of April 17, 2017 (the “Effective Date”), by and between
Professor Paolo Simioni, with a place of business at via Barbo 8, Padova 35128, Italy (“Simioni”), and uniQure biopharma B.V., with a place of business at
Paasheuvelweg 25a, 1105 BP Amsterdam, The Netherlands (“uniQure” and collectively with Simioni, the “Parties” and each, a “Party”).
 

PREAMBLE
 

Simioni owns and controls the Assigned Patent Rights and Licensed Know-How, which relate to the production and use of naturally occurring
variants of Factor IX, including the “Padua” mutant (“FIX-R338L”) and modifications thereto;
 

uniQure is a leading gene therapy company with ongoing development programs for gene therapy in Hemophilia B;
 

Simioni is an employee of University of Padua, at the address of Via 8 Febbraio 1848, 2, 35122 Padova PD, Italy (the “University”) and the
University, hereby represented by the Rector of the University, signs this Agreement for acknowledgment and acceptance of all terms of this Agreement,
including the specific terms set forth on the signature page to this Agreement; and
 

The Parties desire to enter into an assignment and license agreement under which Simioni will transfer, via assignment or license as specified in the
Agreement, the Assigned Patent Rights and Licensed Know-How to uniQure while receiving and retaining certain rights as described herein.
 

NOW THEREFORE, in consideration of the respective covenants set forth herein,
 

THE PARTIES HERETO HEREBY AGREE AS FOLLOWS:
 

ARTICLE I
DEFINITIONS

 
As used in this Agreement, the following terms shall have the meanings set forth below:

 
1.1.                            “Affiliate” shall mean, with respect to a Party, any Person that is controlled by, controlling, or under common control with such Party. 

For the purposes of this Section 1.1, “control”
 

 
Certain information in this document has been omitted and filed separately with the Securities and Exchange Commission pursuant to Rule 24b-2 under the

Securities Exchange Act of 1934. Confidential treatment has been requested with respect to the omitted portions. Double asterisks denote omissions.
 

means either (a) direct or indirect beneficial ownership of at least fifty percent (50%) interest in the voting stock (or the equivalent) of the relevant entity,
(b) having the right to direct, appoint or remove a majority of members of such entity’s board of directors (or their equivalents) or (c) having the power to
control the general management of such entity, in each case whether by law or contract.

 
1.2.                            “Agreement” shall have the meaning set forth in the introduction.

 
1.3.                            “Applicable Law” shall mean any national, international, supra-national, federal, state or local laws, treaties, statutes, ordinances,

rulings, rules and regulations, including any rules, regulations, guidance or guidelines, or requirements of any Regulatory Authorities, national securities
exchanges or securities listing organizations, courts, tribunals, agencies, legislative bodies, commissions and other Governmental Authorities that are in
effect from time to time during the Term and applicable to a particular activity hereunder.

 
1.4.                            “Assigned Patent Rights” shall mean (a) the patents and patent applications set forth on Schedule 1.4, (b) any conversions, divisionals,

continuations or continuations-in-part thereof, or substitutes therefor, (c) any application claiming priority to any of the foregoing, (d) any patents issuing
on or from any of the foregoing, and any reissues, reexaminations or extensions of such patents, and (e) any and all counterparts of any of the foregoing in
any country in the Territory.

 
1.5.                            “Claim” shall have the meaning set forth in Section 6.1.1.

 
1.6.                            “Competing Product” shall mean any product that incorporates or includes a **.

 
1.7.                            “Confidential Information” shall mean all information marked in writing as “confidential” or otherwise deemed to be Confidential

Information pursuant to the terms of this Agreement that a Party receives from another Party either directly or from any other Person, which relates to the
Assigned Patent Rights, the Licensed Know-How or the Products. Notwithstanding the foregoing, Confidential Information shall not include any
information or materials that:

 
1.7.1.                  was already known to the receiving Party, other than under an obligation of confidentiality, at the time of receipt by the receiving

Party, except with respect to Confidential Information that is considered the Confidential Information of both Parties;
 

1.7.2.                  was generally available to the public or otherwise part of the public domain at the time of its receipt by the receiving Party;
 



1.7.3.                  became generally available to the public or otherwise part of the public domain after its receipt by the receiving Party other than
through any act or omission of the receiving Party in breach of this Agreement;
 

1.7.4.                  was received by the receiving Party without an obligation of confidentiality from a Third Party having the right to disclose such
information without restriction; or
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1.7.5.                  was independently developed by or for the receiving Party without use of or reference to the Confidential Information of the other
Party.
 

1.8.                            “Control” shall mean, as to any Know-How, Patent Right or other intellectual property right, the possession (whether by ownership or
license, other than by a license granted pursuant to this Agreement) by a Person of the ability to grant to another Person access, ownership, a license or a
sublicense as required herein to such Know-How or Patent Right, without (i) violating the terms of any agreement or other arrangement with any Third
Party in existence as of the time such Person would first be required hereunder to grant another Person such access, ownership, license or sublicense or
(ii) violating any Applicable Law.  “Controlled”, “Controls” and “Controlling” have their correlative meanings.

 
1.9.                            “Covered” shall mean, with respect to a given product, that a Valid Claim would (absent a license thereunder or ownership thereof) be

infringed by the use or sale of such product.  Cognates of the word “Covered” shall have correlative meanings.
 

1.10.                     “Default Payment” shall have the meaning set forth in Section 3.3.
 

1.11.                     “Effective Date” shall have the meaning set forth in the introduction.
 

1.12.                     “EMA” shall mean the European Medicines Agency and any successor entity thereto.
 

1.13.                     “Enabled Product” shall mean a product containing a nucleotide sequence encoding a Factor IX protein containing a R338L or R338D
mutation.

 
1.14.                     “EU” shall mean either (a) the European Union as of the Effective Date or (b) the European Union as it may be modified from time to

time during the Term.
 

1.15.                     “FDA” shall mean the United States Food and Drug Administration and any successor entity thereto.
 

1.16.                     “Field” shall mean all human therapeutic uses, excluding the Protein Field. For clarity, the Field shall include (and the Protein Field shall
exclude) any and all uses for or in connection with gene therapy or gene therapy applications.

 
1.17.                     “Governmental Authority” shall mean any court, agency, department, authority or other instrumentality of any one or more national,

state, county, city or other political subdivision.
 

1.18.                     “Infringement” shall have the meaning set forth in Section 4.5.1.
 

1.19.                     “Know-How” shall mean all technical, scientific and other information, trade secrets, knowledge, technology, methods, processes,
practices, formulae, instructions, skills, techniques, procedures, ideas, concepts, designs, documents, drawings, specifications, data, results and other
material.

 
1.20.                     “Licensed Know-How” shall mean all Know-How strictly to the extent relating to the Assigned Patent Rights that is owned, licensed or

Controlled by Simioni as of the Effective Date.  For
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clarity, Simioni shall only be required to transfer Licensed Know-How under Section 2.3 if that Licensed Know-How is in existence at the Effective Date.
 

1.21.                     “Parties” and “Party” shall have the meaning set forth in the introduction.
 

1.22.                     “Patent Rights” shall mean any and all (a) patents, (b) patent applications, including any conversions, divisionals, continuations or
continuations-in-part thereof, or substitutes therefor, and any application claiming priority to any of the foregoing, (c) any patents issuing on or from any
of the foregoing, and any reissues, reexaminations or extensions of such patents, and (d) any and all counterparts of any of the foregoing in any country in
the Territory.

 
1.23.                     “Person” shall mean an individual, sole proprietorship, partnership, limited partnership, limited liability partnership, corporation, limited

liability company, business trust, joint stock company, trust, unincorporated association, joint venture or other similar entity or organization, including a
Regulatory Authority.

 



1.24.                     “Product” shall mean, with respect to a country in the Territory, any product for which the sale or use in such country is Covered by at
least one (1) Valid Claim Controlled by uniQure or its Sublicensees or assignees.

 
1.25.                     “Protein Field” shall mean any therapeutic or diagnostic use of a **, but not including, for the avoidance of doubt, any use for or in

connection with gene therapy or gene therapy applications such as the administration of a nucleic acid encoding a modified Factor IX protein or a protein
study for the development or commercialization of a gene therapy.

 
1.26.                     “Regulatory Approval” shall mean those approvals (including commercially reasonable pricing and reimbursement approvals, as

applicable), with respect to any jurisdiction, or authorizations of a Regulatory Authority, that are necessary for uniQure’s commercial marketing and sale
of a pharmaceutical product in such jurisdiction.

 
1.27.                     “Regulatory Authority” shall mean, in a particular country or jurisdiction, any applicable Governmental Authority involved in granting

Regulatory Approval in such country or jurisdiction, including without limitation, in the United States, the FDA and in Europe, the EMA.
 

1.28.                     “Simioni” shall have the meaning set forth in the introduction.
 

1.29.                     “Simioni Sublicense Milestone Revenues” shall mean any payment following the University Acknowledgment Date based on the
achievement of a milestone event that Simioni or his designee receives from a Third Party to which Simioni has granted a right under any Assigned Patent
Right for any exploitation of one or more products in all or part of the Protein Field.

 
1.30.                     “Sublicensee” shall mean a Third Party to whom uniQure has granted a right under Assigned Patent Rights to develop, have developed,

manufacture, have manufactured, use, have used,
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market, import, have imported, offer for sale, have offered for sale, sell or have sold any Product in any country in the Territory in all or part of the Field.
 

1.31.                     “Taxes” shall have the meaning set forth in Section 3.8.
 

1.32.                     “Term” shall have the meaning set forth in Section 8.1.
 

1.33.                     “Territory” shall mean worldwide except for the Terminated Territory unless otherwise specified herein.
 

1.34.                     “Third Party” shall mean any Person other than Simioni, uniQure, and their respective Affiliates.
 

1.35.                     “uniQure” shall have the meaning set forth in the introduction.
 

1.36.                     “uniQure Sublicense Milestone Revenues” shall mean any payment following the University Acknowledgment Date based on the
achievement of a milestone event for a Product that uniQure receives from a Sublicensee to which uniQure has granted a right under any Assigned Patent
Right for any exploitation of one or more Products in all or part of the Field.

 
1.37.                     “University Acknowledgment Date” shall mean the date on or following the Effective Date on which the University signs this

Agreement for acknowledgment and acceptance as set forth on the signature page to this Agreement.
 

1.38.                     “U.S.” shall mean the United States of America, including all of its territories and possessions.
 

1.39.                     “Valid Claim” shall mean, subject to Section 4.1.2, a claim of an issued patent included within an Assigned Patent Right (a) that relates
to a ** disclosed in one or more Assigned Patent Rights (including inter alia claims encompassing (i) said nucleotide sequence, (ii) products (e.g., a
vector) comprising such a nucleotide sequence and/or (iii) uses or methods encompassing the use of such nucleotide sequence or products comprising such
a nucleotide sequence for treatment of an illness such as a hematological disorders and/or at least one coagulopathy (e.g. hemophilia)) and (b) that has
issued after the Effective Date.

 
ARTICLE II

ASSIGNMENT, LICENSE AND DILIGENCE
 

2.1.                            Assignment.
 

2.1.1.                  Simioni hereby irrevocably transfers and assigns to uniQure and its successors and assigns, all of Simioni’s rights, title and interest
throughout the Territory in and to (i) the Assigned Patent Rights and (ii) any and all claims for damages by reason of past infringement of any Assigned
Patent Rights, together with the right to sue for, collect, and retain the proceeds for any past, present, and future infringement of any such Assigned Patent
Rights. Simioni hereby authorizes uniQure to record this Agreement with all appropriate Governmental Authorities.
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2.1.2.                  Simioni shall sign and/or execute the documents that are necessary to give full effectiveness to the provisions of this Agreement: a)
within ** of any request by uniQure made in the ** immediately following the University Acknowledgment Date; b) within ** of any other request by
uniQure following the University Acknowledgment Date; and in each case ((a) and (b)) in accordance with uniQure’s instructions (including instructions to
use any counsel or other Third Parties provided by uniQure), execute and deliver any documents and otherwise to do what is necessary (including the delivery
and procurement of documents), to give full effect to and perfect the rights of uniQure under this Agreement, including the execution of patent assignment
documentation in the form attached hereto as Exhibit A.  Within ** of receipt of an invoice, uniQure shall reimburse Simioni for the reasonable out-of-pocket
(not internal) costs directly incurred by Simioni in such performance of his obligations following the University Acknowledgment Date as set forth under this
Section 2.1.2.  For the case of incapacity or unavailability of, or any failure to act pursuant to this Section 2.1.2 by, Simioni at any time following the
University Acknowledgment Date that continues for over **, Simioni hereby appoints uniQure as its attorney in fact, with full power of substitution, on
behalf of Simioni and for the benefit of uniQure, to execute all documents, to demand and receive any and all of the rights of uniQure under this Agreement,
to give receipts and releases for and in respect of the Assigned Patent Rights, to institute and prosecute in the name of Simioni any proceedings at law, in
equity, or otherwise, and to take any other action uniQure deems reasonably necessary to establish, perfect or defend its rights acquired hereunder. Simioni
stipulates and agrees that such appointment is a right coupled with an irrevocable interest and will survive the incapacity or unavailability of Simioni at any
future time.
 

2.1.3.                  On an Assigned Patent Right-by-Assigned Patent Right basis, with respect to any Assigned Patent Right that is not fully and
completely assigned in a country in the Territory pursuant to Section 2.1 on the Effective Date, Simioni hereby grants to uniQure an exclusive, sublicensable
(through multiple tiers), non-royalty-bearing license under such Assigned Patent Right to develop, have developed, manufacture, have manufactured, use,
have used, market, import, have imported, offer for sale, have offered for sale, sell or have sold products in such country in the Field.  The term of the license
set forth in this Section 2.1.3 shall be, on an Assigned Patent Right-by-Assigned Patent Right basis, from the Effective Date until the full and complete
assignment of such Assigned Patent Right in such country pursuant to Section 2.1.
 

2.2.                            License Back.
 

2.2.1.                  Subject to the terms and conditions of this Agreement (including Section 2.4), uniQure hereby grants to Simioni during the Term
(a) an exclusive, royalty-bearing (under Section 3.5), sublicensable (subject to Section 2.2.2) license under uniQure’s right, title and interest in the Assigned
Patent Rights (except for those Assigned Patent Rights not yet fully and completely assigned to uniQure
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pursuant to Section 2.1, which Assigned Patent Rights shall be included once fully and completely assigned to uniQure pursuant to Section 2.1) to develop,
have developed, manufacture, have manufactured, use, have used, market, import, have imported, offer for sale, have offered for sale, sell or have sold
products solely for use in the Protein Field in the Territory and (b) a non-exclusive, non-royalty-bearing license, without the right to grant sublicenses, under
uniQure’s right, title and interest in the Assigned Patent Rights solely to conduct non-commercial research activities in any field, including non-commercial
research for human therapeutic uses, such activities to be only conducted by Simioni alone or with non-commercial Third Parties who are academic or
research institutions.  For the avoidance of doubt, activities permitted to be conducted under the exercise of rights in clause (b) of this Section 2.2.1 do not
include clinical studies and shall not result in, or contribute to, any commercial sale of goods or services.
 

2.2.2.                  All sublicensees of the rights granted to Simioni in Section 2.2.1 shall enter into written sublicense agreements on terms consistent
with this Agreement and which include (a) confidentiality provisions relating to the Confidential Information of uniQure that are the same or substantially
similar as those contained in this Agreement; (b) indemnification provisions that require the sublicensee to indemnify, hold harmless and defend Simioni,
uniQure and their respective Affiliates from and against any losses, damages, liabilities, costs and expenses (including reasonable attorneys’ fees) incurred by
Simioni, uniQure or their respective Affiliates arising or resulting from any Claim related to product liability for products developed, manufactured or
commercialized by such sublicensee, its Affiliates or sublicensees; provided that Simioni shall use commercially reasonable efforts to negotiate such
sublicense agreements to include indemnification provisions that require the sublicensee to indemnify Simioni and uniQure to the full extent, mutatis
mutandis, uniQure indemnifies Simioni pursuant to Section 6.1; and (c) enforcement provisions providing that, in the event of material breach by the
sublicensee of the sublicensing terms mandated by this Section 2.2.2, uniQure shall have the ability to step in and enforce such terms at uniQure’s sole cost
and expense, including by terminating such sublicense agreement. Simioni shall provide a copy of each sublicense of the rights granted to Simioni under
Section 2.2.1 to uniQure within ** of its execution.
 

2.3.                            Know-How License to uniQure.  Subject to the terms of this Agreement, during the Term, Simioni hereby grants to uniQure a non-
exclusive, irrevocable, world-wide, royalty-bearing (under Section 3.4) license, with the right to grant sublicenses, under the Licensed Know-How to
develop, have developed, manufacture, have manufactured, use, have used, market, import, have imported, offer for sale, have offered for sale, sell or have
sold products in the Territory in the Field.  Promptly following the University Acknowledgment Date, Simioni, at his sole cost and expense, shall provide
uniQure with copies of Licensed Know-How (a) that is embodied in a tangible medium and
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(b) of which uniQure has not already acknowledged receipt, such provided Licensed Know-How to include lab notebooks and, subject to redactions
necessary to comply with Applicable Law regarding confidentiality, patient records.  During the Term following the University Acknowledgment Date,
without limiting any other right or remedy hereunder or under Applicable Law, in the event uniQure becomes aware of any tangible Licensed Know-How
(e.g., data or presentations related to the Field or a relevant lab notebook) not already transferred to uniQure under this Section 2.3, it may request such
Licensed Know-How from Simioni and Simioni will provide copies of such to uniQure within ** of uniQure’s request.

 



2.4.                            Right to Use. For clarity, and notwithstanding anything to the contrary in this Agreement, including the license granted to Simioni by
uniQure in Section 2.2.1, uniQure shall have and reserves for itself and its Affiliates and Sublicensees the right and license to practice the Assigned Patent
Rights and Licensed Know-How in connection with protein assays to analyze or detect the protein expressed by gene therapy products and for other
purposes or activities that are reasonably anticipated to be necessary to obtain or maintain Regulatory Approval of a product in a country or territory in the
Territory.

 
2.5.                            Diligence.  With respect to any Product uniQure elects to develop or commercialize following the University Acknowledgment Date,

uniQure will use commercially reasonable efforts to (a) develop and seek Regulatory Approval for such Product in the U.S., Canada and EU in an
indication in the Field and (b) following receipt of Regulatory Approval for a Product for an indication in the Field in the U.S., Canada or EU,
commercialize such Product for such indication in such country. Notwithstanding anything to the contrary in this Agreement, uniQure may at any time
elect in its sole discretion to develop, commercialize, or discontinue development or commercialization of any Product in any country in the Territory.

 
2.6.                            Exclusivity. During the Term, Simioni shall not, and shall cause its Affiliates to not, directly or indirectly (a) develop, manufacture or

commercialize any Competing Product in the Field, nor collaborate with, license, sell to or enable or otherwise authorize, permit or grant any right to any
Third Party to develop, manufacture or commercialize any Competing Product in the Field; provided, however, that if this Agreement is terminated by
uniQure pursuant to Section 8.2 or Section 8.4, then the restriction in this Section 2.6 shall continue to bind Simioni and his Affiliates following the end
of the Term for a period of **.
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ARTICLE III
FINANCIAL CONSIDERATION

 
3.1.                            Initial License Fee.  uniQure shall pay to Simioni an upfront fee in the sum of Two Hundred and Fifty Thousand Euros (€250,000),

which is due and payable to Simioni within ** of the University Acknowledgment Date.
 

3.2.                            Past Patent Expenses.  Within ** after the University Acknowledgment Date, uniQure shall reimburse Simioni for all out-of-pocket
expenses paid or that are payable by Simioni for filing, prosecuting, maintaining and enforcing Assigned Patent Rights prior to the Effective Date as well
as for advisory services related to the matter.  The total amount of these expenses is Two Hundred and Fifty Thousand Euros (€250,000). Simioni
represents that he has, either on or before the Effective Date, supplied true, correct and complete documentation to uniQure reflecting his payment or
owing of payment of such expenses.

 
3.3.                            Milestone Payments.  Subject to the terms of this Agreement, uniQure shall make the following one-time, non-creditable, non-

refundable milestone payments to Simioni within ** of the occurrence of the following events following the University Acknowledgment Date, whether
uniQure or a Sublicensee achieves the events.

 
Milestone Event

 
Milestone Payment

 

1) **
 

**
 

2) **
 

**
 

3) **
 

**
 

4) **
 

**
 

5) **
 

**
 

6) **
 

**
 

7) **
 

**
 

 
For the sake of clarity, if, for example, milestone events 1) and 4) are achieved (thus, if a **), then milestone event 5) is also achieved and total milestone
payments of ** for milestone events 1), 4) and 5) will be paid by uniQure to Simioni.
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Analogously, if, for example, milestone events 2) and 6) are achieved (thus, if a **, and a **), Milestone Event 7) is also achieved and total milestone
payments of ** for milestone events 2), 6) and 7) have to be paid by uniQure to Simioni.
 
Each of the milestone payments above are payable only one time, regardless of how many Valid Claims exist or products receive Regulatory Approval in a
country. In accordance with the foregoing, the maximum total milestone payments payable by uniQure to Simioni under this Section 3.3 is €8,100,000.
 
If the milestone event ** is not achieved by **, uniQure shall pay Simioni the non-refundable sum of ** on or before **, if the Agreement is in effect as of **
and not subject to uniQure’s outstanding notice of termination pursuant to Section 8.2 or 8.4 (the “Default Payment”).  uniQure shall pay Simioni the non-
refundable sum of ** as set forth in Section 8.5.2(b) in certain enumerated instances where the Default Payment has not been paid.  Once the Default
Payment is owed to Simioni under this Section 3.3, the corresponding milestone payment for the ** will not be owed by uniQure to Simioni.  For clarity, if
(a) the milestone event ** is achieved by **, (b) this Agreement is no longer in effect because it is terminated or (c) this Agreement is subject to uniQure’s
outstanding notice of termination pursuant to Section 8.2 or 8.4 on **, in each case uniQure shall not owe Simioni the Default Payment.
 

3.4.                            uniQure Sublicense Milestone Revenues.  uniQure shall pay Simioni a royalty of ** of uniQure Sublicense Milestone Revenues during
the Term.  uniQure shall pay these royalties to Simioni within ** of each calendar quarter in which the relevant uniQure Sublicense Milestone Revenues is
received by uniQure.



 
3.5.                            Simioni Sublicense Milestone Revenues.  Simioni shall pay uniQure a royalty of ** of Simioni Sublicense Milestone Revenues during

the Term. Simioni shall pay these royalties to uniQure within ** of each calendar quarter in which the relevant uniQure Sublicense Milestone Revenues is
received by Simioni.

 
3.6.                            Payment Recipients.  Simioni represents to uniQure that, as of the Effective Date, he is a researcher and employee of the University and,

without limiting any other provision of this Agreement (including Section 5.2.1), Simioni, as an employee of the University, is the exclusive holder of the
rights deriving from his invention(s) and patent(s) under Applicable Law, including the Assigned Patent Rights, but the University has the right, pursuant
to the University’s internal rules and regulations, to receive ** of the income received for assignment or license of the Assigned Patent Rights (net of costs
or fees paid directly by Simioni).  Based on this representation, uniQure has agreed to pay any amounts owed to Simioni pursuant to Section 3.1, 3.3 or
3.4, as such amounts may be adjusted under this Agreement, as follows: ** of such amount shall be paid to the University and ** of such amount shall be
paid to Simioni.  Notwithstanding anything to the contrary in this Agreement, nothing in this Section 3.6 is meant to or shall be deemed to result in
uniQure having any obligation or
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liability to the University or the University having any contractual or legal right of recourse against uniQure under Applicable Law or this Agreement.
 

3.7.                            Right to Offset.  Each Party shall have the right to offset any amount owed by the other Party to such first Party under or in connection
with this Agreement, including pursuant to Section 6.1 (Indemnification) or in connection with any breach, against any payments owed by such first Party
to such other Party under this Agreement.  Such offsets shall be in addition to any other rights or remedies available under this Agreement and Applicable
Law.

 
3.8.                            Taxes.  Each Party shall be responsible for any and all of its applicable sales, use, VAT, GST, excise, property, and other taxes, levies,

duties or fees (“Taxes”). If either Party is required to deduct or withhold from any payment due hereunder any taxes, duties, levies, imposts, assessments,
deductions, fees, and other similar charges by Applicable Law or any Governmental Authority (“Withholding Taxes”), then such paying Party shall pay
such Withholding Taxes to the local applicable Governmental Authority and make the payment to the other Party of the net amount due after deduction or
withholding of such taxes. Such Withholding Taxes shall be treated for all purposes of this Agreement as having been paid to the owed Party hereunder. 
Each paying Party shall submit proof of payment of the Withholding Taxes to the owed Party, if applicable. The Parties shall cooperate in good faith to
eliminate or minimize any such Withholding Taxes.

 
3.9.                            Currency Exchange. For any currency conversion required in determining the amount of payments due hereunder, such conversion shall

be made as follows when calculating all other sums due under this Agreement, the amount in currencies other then Euros shall be converted into Euros
using the average of daily last price rate of exchange (as set forth in the Wall Street Journal, Eastern Edition or if the Wall Street Journal is not available,
another similar publication) for such currencies for the relevant month preceding payment.

 
3.10.                     Payment Method. All payments due to a Party hereunder shall be made in Euro via wire transfer of immediately available funds to an

account designated in writing by that Party to the other Party.  Simioni shall be responsible for providing information to uniQure regarding the designated
account for payment to the University as set forth in Section 3.6 in a timely manner and uniQure shall not be deemed to have failed to deliver a payment
or to have delivered a late payment under this Agreement if such delay or failure was due to inaccurate or inadequate information for the University’s
account for payment.

 
3.11.                     Record Retention.  Each Party shall maintain complete and accurate books, records and accounts for the calculation of uniQure

Sublicense Milestone Revenues and Simioni Sublicense Milestone Revenues, as applicable, in sufficient detail to confirm the accuracy of any payments
made under Section 3.4 or Section 3.5, as applicable, under this Agreement, which books, records and
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accounts shall be retained until the later of ** after the end of the period to which such books and records pertain or longer as is required by Applicable
Law.

 
ARTICLE IV

PATENT PROSECUTION AND ENFORCEMENT
 

4.1.                            Patent Prosecution.
 

4.1.1.                  uniQure shall, at its own expense and its sole discretion, have the sole right to prepare, file, prosecute and maintain the Assigned
Patent Rights.  For purposes of this Agreement, “prosecution” and its correlatives shall include ex parte prosecution, interference proceedings, reissues,
reexaminations, oppositions and all proceedings before a patent office in the Territory, including inter partes review, appeals and post grant review
proceedings, and any judicial or other appeals of the foregoing.
 

4.1.2.                  At uniQure’s request, Simioni shall reasonably cooperate with uniQure in preparing, filing, prosecuting and maintaining the
Assigned Patent Rights, including by providing such copies of Licensed Know-How and making such declarations as are necessary or desirable for preparing,
filing, prosecuting and maintaining the Assigned Patent Rights.  Simioni shall provide prompt notice to uniQure of any matter that comes to his attention that
may affect the patentability, validity or enforceability of any Assigned Patent Right but, for the avoidance of doubt, as of and following the Effective Date,



Simioni shall not correspond with any Governmental Authority regarding, or take any action to prepare, file, prosecute or maintain, any Assigned Patent
Right (including any action or omission that results in the issuance of any claim within the Assigned Patent Rights) without uniQure’s prior written consent.
Without limiting any other right or remedy of uniQure and notwithstanding anything in this Agreement to the contrary, in the event that a claim issues within
the Assigned Patent Rights (a) due to Simioni’s failure to comply with the restrictions set forth in the immediately preceding sentence of this Section 4.1.2 or
(b) as a result of an action or a failure to act that results in the representation and warranty in Section 5.2.5 being untrue, such claim shall not be deemed a
Valid Claim.
 

4.1.3.                  uniQure shall keep Simioni reasonably updated on the status and progress of the prosecution of the Assigned Patent Rights.
Simioni shall have the reasonable opportunity to make suggestions (including suggested amendments or revisions, if necessary) and comments regarding
claims in patent applications included within the Assigned Patent Rights before such claims are filed. uniQure will consider in good faith the implementation
of any reasonable suggestions or comments of Simioni that support the issuance of Valid Claims.
 

4.1.4.                  With respect to any Valid Claim that uniQure has elected to prosecute, uniQure will use commercially reasonable efforts to
maintain and enforce such Valid Claim.
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4.1.5.                  Notwithstanding anything to the contrary in this Agreement, uniQure may elect to either abandon or prosecute any claim
whatsoever within an Assigned Patent Right in its sole discretion at any time; provided that any such abandonment or prosecution would not in itself limit
uniQure’s obligation with respect to the Default Payment as set forth in Section 3.3 or any payment obligation under Section 8.5.2(b).
 

4.2.                            Common Interest.  The Parties acknowledge and agree that, with regard to the preparation, filing, prosecution and maintenance of the
Assigned Patent Rights, the interests of the Parties as licensor and licensee are to obtain the strongest patent protection possible, and as such, are aligned
and are legal in nature. All non-public information disclosed by uniQure or uniQure’s outside patent counsel to Simioni regarding preparation, filing,
prosecution or maintenance of the Assigned Patent Rights, will be deemed Confidential Information.  The Parties agree and acknowledge that they have
not waived, and nothing in this Agreement constitutes a waiver of, any legal privilege concerning the Assigned Patent Rights or Confidential Information,
including privilege under the common interest doctrine and similar or related doctrines.

 
4.3.                            Patent Term Extension.  uniQure shall have the sole right to make decisions regarding, and to apply for and obtain, patent term

restoration for any Assigned Patent Right with respect to any product in any country in the Territory under any statute or regulation equivalent or similar
to Regulation (EC) No 469/2009 and 35 U.S.C. § 156, and uniQure will determine in its sole discretion whether to extend any Assigned Patent Right and,
if so, which Assigned Patent Right to extend (including, without limitation, by filing or not filing supplementary protection certificates and any other
extensions that are now or in the future become available).

 
4.4.                            Unitary Patent System.  uniQure shall have the exclusive right to opt-in or opt-out of the EU Unitary Patent System for all Assigned

Patent Rights.  Without limiting the generality of the foregoing, Simioni shall not initiate any action with respect to an Assigned Patent Right that would
result in uniQure being obligated to opt-in or opt-out under the EU Unitary Patent System with respect to such Assigned Patent Right prior to uniQure
making a final, binding determination as to so opt-in or opt-out.

 
4.5.                            Patent Enforcement.

 
4.5.1.                  Each Party shall promptly deliver a notice, in writing, to the other Party during the Term in the event it becomes aware of any

infringement, misappropriation or suspected infringement or misappropriation, of any of the Assigned Patent Rights or the Licensed Know-How by any
Person (“Infringement”).
 

4.5.2.                  uniQure shall have the sole and exclusive right, at its sole discretion, to determine the steps (if any) to be taken to protect or
enforce the Assigned Patent Rights or the Licensed
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Know-How, including enforcement or defense of an allegation of invalidity or unenforceability.  Simioni shall provide all reasonably requested assistance to
uniQure in taking steps to prevent or enjoin the Infringement or defend against an allegation of invalidity or unenforceability.  Such assistance may generally
include, but is not limited to, providing access (on a confidential basis to the extent allowed by applicable Italian laws or by any Applicable Law) to lab
journals, patient records and/or correspondence related to the Assigned Patent Rights which are in possession of Simioni and signing an affidavit related
thereto. If required by Applicable Law or otherwise necessary to defend, protect or enforce the Assigned Patent Rights (including to obtain standing or obtain
any benefits in the relevant proceedings), Simioni shall, upon uniQure’s request, participate in or join as a party to the proceedings, as appropriate, and shall
reasonably cooperate with uniQure in an effort to successfully defend, protect or enforce the Assigned Patent Rights or the Licensed Know-How before the
competent jurisdictions, provided that uniQure will endeavor to give Simioni reasonable advance notice of his required participation and to keep his time
commitment as minimal as reasonably possible. uniQure shall directly pay for all the attorney costs and/or IP consultant and/or any other advisor and out-of-
pocket costs reasonably incurred by Simioni as a necessary result of Simioni’s participation in or joinder as a party to the proceedings at uniQure’s request. 
Simioni will provide uniQure with the details of such services in advance including the name of the individual and firm, purpose, and fee structure. In such a
case, uniQure shall also pay the lesser of €200/hour or €1,500/day for all the time required to be spent by Simioni as a result of Simioni participating in or
joining as a party to the proceedings as requested by uniQure, including any preparatory and preliminary phase. uniQure shall be entitled to retain for its own
absolute benefit any damages, costs or other expenses awarded or recovered in any proceedings resulting from the taking of steps to prevent or enjoin the
Infringement or defending against an allegation of invalidity or unenforceability.  However, on a case by case basis, Simioni may, at his sole expense, choose



to participate in or join as a party to the proceedings and reasonably cooperate with uniQure in an effort to successfully defend, protect or enforce the
Assigned Patent Rights or the Licensed Know-How before the competent jurisdictions.
 

4.5.3.                  uniQure shall have final decision making authority with respect to any Infringement proceedings.
 

ARTICLE V
REPRESENTATIONS AND WARRANTIES

 
5.1.                            Mutual Representations and Warranties.  uniQure and Simioni each represents and warrants to the other Party, as of the Effective Date,

that:
 

5.1.1.                  the execution and delivery of this Agreement and the performance by it of the transactions contemplated hereby and thereby have
been duly authorized by all necessary and applicable
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corporate action, and do not violate: (a) such Party’s charter documents, bylaws, or other organizational documents, as applicable; (b) in any material respect,
any agreement, instrument, or contractual obligation to which such Party is bound; (c) any requirement of any Applicable Law; or (d) any order, writ,
judgment, injunction, decree, determination, or award of any court or other Governmental Authority presently in effect applicable to such Party;
 

5.1.2.                  the Person executing this Agreement on behalf of such Party is duly authorized to do so by all requisite action;
 

5.1.3.                  this Agreement constitutes a legal, valid, and binding obligation of such Party enforceable against it in accordance with its terms
and conditions, subject to the effects of bankruptcy, insolvency, or other laws of general application affecting the enforcement of creditor rights, judicial
principles affecting the availability of specific performance, and general principles of equity (whether enforceability is considered a proceeding at law or
equity);
 

5.1.4.                  except as contemplated by this Agreement, no consent, approval, order or authorization of, or registration, qualification,
designation, declaration or filing with, any Governmental Authority or a Third Party is required on the part of such Party in connection with the valid
execution, delivery and performance of this Agreement; and
 

5.1.5.                  it is not under any obligation, contractual or otherwise, to any Person that conflicts with or is inconsistent in any material respect
with the terms of this Agreement, or that would impede the diligent and complete fulfillment of its obligations hereunder or thereunder.
 

5.2.                            Additional Representations and Warranties of Simioni. Simioni further represents and warrants to uniQure, as of the Effective Date that:
 

5.2.1.                  prior to the assignments under this Agreement, Simioni solely and exclusively owned and Controlled all right, title and interest in
and to and under the Assigned Patent Rights, free and clear of all liens, charges, claims, encumbrances or restrictions whatsoever;
 

5.2.2.                  the Assigned Patent Rights set forth on Schedule 1.4 are all of the Patent Rights that Simioni owns, licenses or Controls that relate
to the composition (including nucleic acid- or protein-based compositions), production or use of variants of Factor IX;
 

5.2.3.                  all issued Assigned Patent Rights (a) are to Simioni’s knowledge, subsisting and are not invalid or unenforceable, in whole or in
part and (b) have been prosecuted, filed and maintained in accordance with Applicable Law and all applicable fees have been paid on or before the due date
for payment;
 

5.2.4.                  with respect to any pending applications included in the Assigned Patent Rights, such applications are being diligently prosecuted
in the respective patent offices in the Territory in accordance with Applicable Law and Simioni has presented all relevant references, documents, and
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information of which it or other inventors are aware to the relevant patent examiner at the relevant patent office;
 

5.2.5.                  with respect to any pending applications included in the Assigned Patent Rights set forth on Schedule 1.4, such pending
applications have not issued and Simioni has not taken or failed to take any action, and is not aware of any action taken or not taken, that would result in any
such pending application issuing prior to, on or after the Effective Date without requiring further action by uniQure;
 

5.2.6.                  true, complete and correct copies of the file wrappers and other documents and materials relating to the prosecution, defense,
maintenance, validity and enforceability of the Assigned Patent Rights have been provided or made available to uniQure prior to the Effective Date;
 

5.2.7.                  there is no claim or litigation pending or claim that was previously asserted in writing against Simioni or, to Simioni’s knowledge,
any Third Party (and Simioni has no knowledge of any claim, whether or not pending or asserted) by any Person alleging that (a) the Assigned Patent Rights
are invalid or unenforceable or (b) the conception, development, reduction to practice, disclosing, copying, making, assigning or licensing of the Assigned
Patent Rights or the Licensed Know-How as contemplated herein, violates, infringes, constitutes misappropriation or otherwise conflicts or interferes with, or
would violate, infringe or otherwise conflict or interfere with, any intellectual property or proprietary right of any Person;



 
5.2.8.                  to Simioni’s knowledge, no Person is infringing or threatening to infringe or misappropriating or threatening to misappropriate the

Assigned Patent Rights or the Licensed Know-How;
 

5.2.9.                  the contents of any Licensed Know-How provided by Simioni to uniQure, including that Licensed Know-How provided to
uniQure prior to the Effective Date or under this Agreement, is true, complete and correct;
 

5.2.10.           to Simioni’s knowledge, each of the Assigned Patent Rights properly identifies each and every inventor of the claims thereof as
determined in accordance with the laws of the jurisdiction in which such Assigned Patent Right is issued;
 

5.2.11.           Simioni has full right and authority to grant the licenses and rights granted under this Agreement; and
 

5.2.12.           Simioni has made available to uniQure all material Licensed Know-How that is applicable to the research, development,
manufacture, commercialization or use of a product in the Field.
 

5.3.                            DISCLAIMER. EXCEPT FOR THE EXPRESS WARRANTIES SET FORTH HEREIN, NEITHER PARTY MAKES ANY
REPRESENTATIONS OR GRANTS ANY WARRANTIES, EXPRESS OR IMPLIED, EITHER IN FACT OR BY OPERATION OF LAW, BY
STATUTE OR OTHERWISE AND EACH PARTY SPECIFICALLY DISCLAIMS ANY OTHER
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WARRANTIES, WHETHER WRITTEN OR ORAL OR EXPRESS OR IMPLIED, INCLUDING ANY WARRANTY OF QUALITY,
MERCHANTABILITY OR FITNESS FOR A PARTICULAR USE OR PURPOSE OR ANY WARRANTY AS TO THE VALIDITY OF ANY PATENT
RIGHTS OR THE NON-INFRINGEMENT OF ANY INTELLECTUAL PROPERTY RIGHTS OF THIRD PARTIES. EACH PARTY UNDERSTANDS
AND AGREES THAT THE FOREGOING CONSITITUES A FULL AND COMPLETE DISCLAIMER BY THE OTHER PARTY OF ALL
REPRESENTATIONS AND WARRANTIES OTHER THAN THOSE EXPRESSLY PROVIDED HEREIN.

 
ARTICLE VI

INDEMNIFICATION AND LIMITATION ON LIABILITY
 

6.1.                            Indemnification.
 

6.1.1.                  By uniQure. uniQure hereby agrees to indemnify, hold harmless and defend Simioni, from and against any losses, damages,
liabilities, costs and expenses (including reasonable attorneys’ fees) incurred by Simioni and arising or resulting from any claim, demand, action or
proceeding of a Third Party (a “Claim”) to the extent such Claim relates to or arises from the research, development, manufacture or commercialization of
any product in the Field by uniQure or any of its Affiliates except to the extent that any Claim relates to or arises from (a) the negligence, wrongful intentional
acts or omissions of, or violation of Applicable Law or (b) breach of this Agreement, in each case by Simioni or any of his Affiliates, subcontractors,
licensees or sublicensees.
 

6.1.2.                  Procedures.  In connection with any Claim for which Simioni seeks indemnification pursuant to this Agreement, Simioni shall give
uniQure prompt written notice of the Claim and uniQure shall only be obligated to indemnify Simioni pursuant to Section 6.1.1 if Simioni reasonably
cooperates with uniQure respect to such Claim, including permitting uniQure to control the defense and settlement of the Claim.
 

6.2.                            NO CONSEQUENTIAL DAMAGES.  EXCEPT IN THE EVENT OF THE GROSS NEGLIGENCE, WILLFUL MISCONDUCT OR
FRAUD OF A PARTY, IN NO EVENT SHALL ANY PARTY BE LIABLE FOR ANY INDIRECT, CONSEQUENTIAL, SPECIAL, EXEMPLARY OR
PUNITIVE DAMAGES, INCLUDING DAMAGES FOR LOST PROFITS OR LOST REVENUES, ARISING FROM OR RELATING TO THIS
AGREEMENT, REGARDLESS OF WHETHER IT HAS BEEN INFORMED OF THE POSSIBILITY OR LIKELIHOOD OF SUCH DAMAGES OR
THE TYPE OF CLAIM, CONTRACT OR TORT (INCLUDING NEGLIGENCE).
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ARTICLE VII
CONFIDENTIALITY

 
7.1.                            Confidentiality.

 
7.1.1.                  During the Term, and for a period of ** thereafter, each Party undertakes, subject to the terms of this Agreement, to (i) except to

the extent permitted by this Agreement or otherwise agreed upon in writing, keep confidential and not disclose to any Third Party any Confidential
Information of the other Party; (ii) except in connection with the activities contemplated by or the exercise of rights permitted by this Agreement or in order
to further the purposes of this Agreement or as otherwise agreed upon in writing by the Parties, not use for any purpose any Confidential Information of the
other Party; and (iii) take all reasonable precautions to protect the Confidential Information of the other Party (including all precautions a Party employs with
respect to its own confidential information of a similar nature).
 

7.1.2.                  Notwithstanding anything to the contrary in this Agreement, a Party may use and disclose the Confidential Information of the other
Party as follows:



 
(a)                                 if required by Applicable Law, including as may be required in connection with any filings made with, or by the

disclosure policies of a major stock exchange;
 

(b)                                 as reasonably necessary to obtain or maintain any Regulatory Approval, including to conduct preclinical studies and
clinical trials and for pricing approvals, for any product;
 

(c)                                  to prepare, file, maintain or prosecute Assigned Patent Rights or file or defend litigation in accordance with the provisions
of this Agreement; or
 

(d)                                 to licensees, sublicensees, vendors, consultants, agents, attorneys, contractors and clinicians under written agreements of
confidentiality at least as restrictive as those set forth in this Agreement, who have a need to know such information in connection with such Party performing
its obligations or exercising its rights under this Agreement;
 

provided that in the instances of disclosure under clause (a) or (c) of this Section 7.1.2, the Party disclosing the Confidential Information of the other Party
shall, to the extent permitted under Applicable Law, (x) give reasonable advance notice to the other Party of such disclosure to permit such other Party to use
its reasonable efforts to secure confidential treatment of such Confidential Information prior to disclosure to the extent such treatment is applicable,
(y) cooperate with the other Party in the exercise of its rights to protect the confidentiality of the Confidential Information and (z) disclose only that
Confidential Information of the other Party that is required to be disclosed.
 

7.2.                            Termination of Prior Agreements. As of the Effective Date, this Agreement supersedes the confidentiality obligations by and between
the Parties under the Two Way Confidentiality Disclosure Agreement effective as of July 19, 2016.  All “Confidential Information”
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(as defined in such Two Way Confidentiality Disclosure Agreement) exchanged between the Parties thereunder shall be deemed Confidential Information
hereunder and shall be subject to the provisions of Section 7.1.

 
7.3.                            Terms of this Agreement. The Parties agree that the terms of this Agreement (including any term sheet or prior drafts related hereto) will

be treated as Confidential Information of uniQure, with Simioni deemed to be the receiving Party of such Confidential Information. The terms of this
Agreement may be disclosed, in confidence, by each Party: (a) to its Affiliates; (b) to actual or potential collaborators, licensees or sublicensees, but only
(i) after redacting terms not relevant to the rights and obligations being undertaken or contemplated to be undertaken by such Affiliates, collaborators,
licensees or sublicensees, (ii) for limited purposes as necessary for that Affiliate, collaborator, licensee or sublicensee to perform its obligations or exercise
its rights and (iii) under written agreements of confidentiality at least as restrictive as those set forth in this Agreement; (c) to potential acquirers, merger
partners, investment bankers and lenders for purposes as required in connection with a transaction and under written agreements of confidentiality at least
as restrictive as those set forth in this Agreement; and (d) as required to be disclosed in its publicly-filed financial statements or other public disclosures
(e.g., the U.S. Securities and Exchange Commission, NASDAQ or any other stock exchange on which securities issued by either Party may be issued).

 
7.4.                            Publicity and Publications.

 
7.4.1.                  uniQure may make publications, presentations, press releases, announcements or other disclosures regarding this Agreement or any

of the activities contemplated hereunder, including the development or commercialization of products, and will endeavor in good faith to give Simioni prior
notice thereof.
 

7.4.2.                  Simioni will submit to uniQure for review and approval any publications, presentations, press releases, announcements or other
disclosures that either (a) contain Confidential Information of uniQure or (b) are related to the Licensed Know-How, the Assigned Patent Rights or this
Agreement proposed by Simioni or his Affiliates for distribution; provided that uniQure will not unreasonably withhold, condition or delay its consent to
such.  At least ** before making any such publication, presentation, press release, announcement or other disclosure, Simioni shall submit to uniQure a draft
of such disclosure and uniQure shall provide its comments within ** days of receipt.  Without limiting any other instance where uniQure may reasonably
withhold consent, uniQure will be deemed to have reasonably withheld its consent to any publication, presentation, press release, announcement or other
disclosure under this Section 7.4.2 if (x) such contains any of uniQure’s Confidential Information, (y) Simioni will not delay disclosure or distribution of such
until uniQure can prepare and file a relevant patent application or (z) uniQure reasonably believes that such disclosure
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would adversely affect the value of the Licensed Know-How, Assigned Patent Rights or the rights granted to uniQure hereunder.
 

7.5.                            Right to Use Names. Except as expressly provided herein, no right, express or implied, is granted by the Agreement to Simioni to use in
any manner the name of “uniQure” or any other trade name, symbol, logo, trademark or corporate identifier of uniQure or any of its Affiliates.

 
ARTICLE VIII

TERM AND TERMINATION
 

8.1.                            Term.  The term of this Agreement shall commence on the Effective Date and remain in effect until, unless terminated earlier under the
provisions of this Agreement, the later of (a) the expiration date of the last to expire of patents within the Assigned Patent Rights and (b) the expiration of



all of each Party’s payment obligations to the other Party pursuant to this Agreement (such time period, the “Term”).  Notwithstanding anything herein to
the contrary, the obligations of each Party under Section 2.1.2, Simioni’s obligations to conduct a technology transfer of Licensed Know-How to uniQure
pursuant to Section 2.3, uniQure’s obligations under Section 2.5 and any obligation to make payments under Article III shall not become effective until
the University Acknowledgment Date.

 
8.2.                            Termination for Material Breach.  In the event of a material breach of this Agreement, the non-breaching Party shall have the right to

terminate this Agreement in its entirety by written notice to the breaching Party specifying the nature of such breach in reasonable detail.  Such
termination shall become effective ** from receipt of such notice by the breaching Party, unless the breaching Party has cured such breach within such **
period.  Notwithstanding the foregoing, the foregoing cure period shall be tolled upon the commencement and during the conduct of any dispute resolution
initiated by a Party under Section 9.2 with respect to a Party’s right to terminate this Agreement pursuant to this Section 8.2 if the other Party initiates
such a dispute resolution procedure before the end of the applicable cure period.

 
8.3.                            Termination by uniQure.  Without prejudice to what is provided under Section 8.5.2(b), uniQure has the right to either terminate this

Agreement in its entirety or to terminate its rights and obligations under this Agreement in one or more countries or jurisdictions in the Territory (any
terminated Territory, countries or jurisdictions, the “Terminated Territory”) without cause by giving Simioni ** prior written notice. Notwithstanding
anything to the contrary in this Agreement, following any termination in less than the entire Territory, uniQure shall retain all of its rights under this
Agreement as such relate to any portion of the Territory that is not the Terminated Territory.
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8.4.                            Termination for Insolvency.
 

8.4.1.                  Either Party may terminate this Agreement in its entirety effective immediately upon written notice to the other Party if, at any
time such other Party (a) files in any court or agency pursuant to any statute or regulation of any state or country a petition in bankruptcy or insolvency or for
reorganization (except for solvent reorganization or solvent reconstruction) or for an arrangement or for the appointment of a receiver or trustee of the Party
or of substantially all of its assets, (b) proposes a written agreement of composition or extension of substantially all of its debts, (c) is served with an
involuntary petition against it, filed in any insolvency proceeding, and such petition is not be dismissed within ** after the filing thereof, (d) proposes to be a
party to any dissolution or liquidation, (e) admits in writing its inability generally to meet its obligations as they fall due in the general course or (f) makes an
assignment of substantially all of its assets for the benefit of creditors.
 

8.4.2.                  Each Party shall retain and may fully exercise all of their respective rights and elections under any Applicable Laws that relate to
bankruptcy or insolvency.  Unless otherwise prohibited by Applicable Law and without limiting any Party’s rights or obligations hereunder, in the event a
Party has the right to terminate this Agreement pursuant to Section 8.4.1, the non-bankrupt Party shall further be entitled to a complete duplicate of, or
complete access to and use of, any intellectual property and all embodiments of intellectual property to which rights or licenses (including non-assertion
rights) have been granted to the non-bankrupt Party under this Agreement by the other Party, which, if not already in its possession, shall be promptly
delivered to the non-bankrupt Party by the other Party (a) upon the commencement of a bankruptcy proceeding of the other Party upon the non-bankrupt
Party’s written request therefor, unless the Party subject to such proceeding elects to continue to perform all of its obligations under this Agreement or (b) if
not delivered under clause (a) above, following the rejection of this Agreement by or on behalf of the Party subject to such proceeding upon written request
therefor by the non-bankrupt Party.
 

8.5.                            Effect of Expiration or Termination.
 

8.5.1.                  Accrued Obligations. Upon expiration or termination of this Agreement for any reason, neither Party shall be released from any
obligation or liability that, at the time of such expiration or the effective date of termination, has already accrued to the other Party or that is attributable to a
period prior to such expiration or termination.
 

8.5.2.                  General.  In addition to the rights and obligations of the Parties that survive a termination of this Agreement pursuant to this
Agreement,
 

(a)                                 in the event this Agreement or any country or jurisdiction is terminated by uniQure pursuant to Section 8.3, uniQure
agrees to transfer and assign to Simioni and his successors and assigns all of uniQure’s rights, title and interest in and to the Assigned Patent Rights in the
Terminated Territory.   uniQure shall execute and deliver upon receipt of the prior written request of
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Simioni such documents that are necessary to give effect to and perfect the rights of Simioni under this Section 8.5.2(a) and uniQure shall also reimburse all
the costs and fees that must be paid to the competent Patent Offices in the Terminated Territory to record the change of ownership;
 

(b)                                 in the event that notice of termination of this Agreement is provided by uniQure pursuant to Section 8.3 and such
termination would affect the entire Agreement or would place the U.S. or the U.S. and one or more countries or jurisdictions in the Terminated Territory or
provided by Simioni pursuant to Section 8.2 or 8.4 and such notice of termination follows the third anniversary of the Effective Date, uniQure shall pay **
within ** of the effective date of termination only if neither (i) the Default Payment nor (ii) as set forth in Section 3.3, the milestone payment for the
milestone event “First Valid Claim of an Assigned Patent Right in the U.S.” has been paid to Simioni.  For clarity, there shall be no fee payable under this
Section 8.5.2(b) in the event that a notice of termination is provided by uniQure or Simioni prior to the third anniversary of the Effective Date.
 



8.5.3.                  Return of Confidential Information.  Upon termination or expiration of this Agreement in its entirety, each Party shall promptly
return all of the other Party’s Confidential Information received hereunder and copies thereof in any medium unless, and solely for so long as, the receiving
Party has continuing rights to use the foregoing pursuant to this Section 8.5, except that the receiving Party may retain one (1) copy for its legal files.
 

8.5.4.                  Inventory. In the event this Agreement or any country or jurisdiction is terminated by uniQure pursuant to Section 8.3, uniQure,
any Affiliate(s) and any licensees or sublicensees may, after the effective date of termination and with respect to the Terminated Territory, sell or have sold all
products that are in inventory or have otherwise been distributed with the intent to sell as of the date of written notice of termination, and complete and sell or
have sold all products which the relevant licensed entity(ies) can demonstrate were in the process of manufacture as of the date of written notice of
termination.
 

8.5.5.                  Survival.  The provisions of Article I (Definitions) (to the extent necessary to give effect to the surviving provisions), Section 3.7
(Right to Offset), Section 3.8 (Taxes), Section 3.9 (Currency Exchange), Section 3.10 (Payment Method), Section 3.11 (Record Retention), Section 5.3
(Disclaimer), Article VI (Indemnification and Limitation on Liability), Article VII (Confidentiality), Section 8.5 (Effect of Expiration or Termination), and
Article IX (Miscellaneous) shall survive termination or expiration of this Agreement (including as such provisions relate to the Terminated Territory, for
which purpose any references to the “Territory” shall include the “Terminated Territory,” as appropriate).
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8.6.                            Remedies in Lieu of Termination.
 

8.6.1.                  The ability of each Party to terminate this Agreement as set forth in this Article VIII, or for uniQure to exercise its rights under
Section 8.6.2, is in addition to any other rights or remedies the Parties may have under law or equity, including the ability to seek monetary damages.
 

8.6.2.                  If uniQure has the right to terminate this Agreement under Section 8.2, but does not desire to exercise such right, uniQure may
elect to exercise its rights under this Section 8.6.2 in lieu of exercising its right to terminate the Agreement. In the event of such an election, the Agreement
shall continue in full force and effect except that any milestone payments under Section 3.3 or uniQure Sublicense Milestone Revenues under Section 3.4 that
are due after uniQure’s notice of election shall be reduced by ** after applying all applicable deductions and reductions to such payments permitted under
Section 3.7.
 

ARTICLE IX
MISCELLANEOUS

 
9.1.                            Governing Law. This Agreement shall be governed by and construed in accordance with the laws of Switzerland without giving effect to

the conflicts of law principles thereof.
 

9.2.                            Dispute Resolution.
 

9.2.1.                  In the event of any controversy, claim or other dispute arising out of or relating to compliance with this Agreement, any obligation
of the Parties herein, or the validity, breach, termination or interpretation of this Agreement (each such controversy, claim or dispute, a “Dispute”), such
Dispute shall be first referred to the executives of each Party for resolution, prior to proceeding under the following provisions of this Section 9.2. A Dispute
shall be referred to the executives upon one Party providing the other Party with written notice that such dispute exists, and the executives shall attempt to
resolve such dispute through good faith discussions. In the event that the executives cannot resolve such dispute within thirty (30) days of such other Party’s
receipt of such written notice, either Party may initiate the dispute resolution procedures set forth under Section 9.2.2.
 

9.2.2.                  Any Dispute which cannot be settled through good faith negotiations under Section 9.2.1 shall, upon written request of any Party
with notice to the other Parties hereto, be submitted to binding arbitration under the auspices of the Swiss Rules of International Arbitration of the Swiss
Chambers’ Arbitration Institution in force on the date on which the notice of arbitration is submitted in accordance with such Swiss Rules of International
Arbitration. There shall be one (1) arbitrator, the seat of the arbitration shall be Lugano, Switzerland and the arbitral proceedings shall be conducted in
English.   The Parties expressly authorize the arbitrator to decide ex aequo et bono. Notwithstanding anything herein contained to the contrary, (a) each Party
shall be permitted to seek injunctive relief from any court having jurisdiction over the subject matter hereof in furtherance of any such Party’s rights
hereunder, (b) the Parties shall have the right to seek enforcement of any arbitration award by any court having
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jurisdiction over the award, and (c) the Parties hereby consent to the jurisdiction of any court in Switzerland in connection with clauses (a) and (b) of this
Section 9.2.2.
 

9.2.3.                  Each of the Parties acknowledges that if it breaches any of its material obligations under this Agreement, immediate and
irreparable harm or injury would be caused to the other Party for which money damages would not be an adequate remedy.  In such event, the Parties agree
that each Party shall have the right, in addition to any other rights it may have, to immediate injunctive relief without proof of actual damages or the posting
of bond or other security.  Accordingly, if any Party should institute an action or proceeding seeking such equitable relief, the other Party hereby waives the
claim or defense that any such Party has an adequate remedy at law and hereby agrees not to assert in any such action or proceeding the claim or defense that
such a remedy at law exists.  The Parties further agree to waive any requirements for the securing or posting of any bond in connection with obtaining any
such equitable relief.
 



9.3.                            Notices. All notices, requests, demands and other communications required or permitted hereunder shall be in writing and shall be
deemed to have been duly given when delivered by hand against acknowledgement of receipt or mailed, certified or registered mail with postage prepaid,
or sent by facsimile or courier, as follows:

 
if to uniQure:

 
uniQure biopharma B.V.
F.a.o. Managing Director
P.O. Box 22506
1100 DA Amsterdam
The Netherlands

 
with a copy to:

 
uniQure biopharma B.V.
F.a.o. the General Counsel
113 Hartwell Avenue
Lexington MA 02421
United States of America

 
and with a copy to:

 
uniQure biopharma B.V.
F.a.o. Dept. Business Development & IP
P.O. Box 22506
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1100 DA Amsterdam
The Netherlands

 
or to such other Person or address as uniQure shall designate by notice in the manner provided in this Section 9.3.
 

if to Simioni:
 

prof. Paolo Simioni
via L. Barbo 8- 35128 Padova (Italy)

 
with a copy to:

 
D.ssa Cristina Rigato
Via Roma 79- 35020 Ponte San Nicolò — Padova (Italy)

 
or to such other Person or address as Simioni shall designate by notice in the manner provided in this Section 9.3.
 

9.4.                            Further Assurances.  Each Party agrees to execute, acknowledge, deliver, file and record such further certificates, amendments,
instruments and documents, and to do all such other acts and things, as may be required by Applicable Law or as may be necessary or advisable to carry
out the intent and purposes of this Agreement.

 
9.5.                            Language. Any notice given in connection with this Agreement must be in English. Unless otherwise agreed upon by all of the Parties,

any other document provided in connection with this Agreement must be: (i) in English; or (ii) accompanied by a certified English translation in which
case the English translation prevails unless the document is a statutory or other official document.

 
9.6.                            No Waiver.  No failure by any Party to insist upon the strict performance of any covenant, agreement, term or condition of this

Agreement or to exercise any right or remedy consequent upon a breach of such or any other covenant, agreement, term or condition shall operate as a
waiver of such or any other covenant, agreement, term or condition of this Agreement.  Either Party by a signed written instrument may, but shall not be
under any obligation to, waive any of its rights or conditions to its obligations hereunder, or any duty, obligation or covenant of the other Party.  No waiver
shall affect or alter the remainder of this Agreement but each and every covenant, agreement, term and condition hereof shall continue in full force and
effect with respect to any other then existing or subsequent breach.  The rights and remedies provided by this Agreement are cumulative and the exercise
of any one right or remedy by either Party shall not preclude or waive its right to exercise any or all other rights or remedies.
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9.7.                            Entire Agreement.  This Agreement constitutes the entire agreement among the Parties pertaining to the subject matter hereof and
supersedes all prior agreements and understandings of the Parties in connection herewith.  No covenant, representation or condition not expressed in this



Agreement shall affect or be effective to interpret, change or restrict the express provisions of this Agreement.
 

9.8.                            Representation by Legal Counsel.  Each Party hereto represents that it has been advised by legal counsel in connection with this
Agreement and acknowledges that it has participated in the drafting hereof.  In interpreting and applying the terms and provisions of this Agreement, the
Parties agree that no presumption shall exist or be implied against the Party which drafted such terms and provisions.

 
9.9.                            Construction.  Unless the context of this Agreement otherwise requires: (a) words of one gender include the other gender; (b) words

using the singular or plural number also include the plural or singular number, respectively; (c) the terms “hereof,” “herein,” “hereby,” and other similar
words refer to this entire Agreement; (d) the words “include”, “includes”, and “including” when used in this Agreement shall be deemed to be followed by
the words “without limitation”, unless otherwise specified; (e) the terms “Article” and “Section” refer to the specified Article and Section of this
Agreement (unless clear from the context that it refers to an Article or Section of some other document); (f) “or” has the inclusive meaning represented by
the phrase “and/or”; and (g) the words “will” and “shall” shall have the same meaning. Whenever this Agreement refers to a number of days, unless
otherwise specified, such number shall refer to calendar days.

 
9.10.                     Severability.  Each provision of this Agreement shall be considered severable and if for any reason any provision or provisions hereof

are determined to be invalid and contrary to any existing or future law, such invalidity shall not impair the operation of or affect those portions of this
Agreement which are valid.

 
9.11.                     No Independent Contractors.  The Parties shall for all purposes under this Agreement be considered independent contractors with respect

to each other, and neither shall be considered an employee, employer, agent or principal of the other.  Neither Party is authorized to assume or create any
obligation or responsibility, express or implied, on behalf of, on in the name of the other Party in any manner.

 
9.12.                     Amendments.  Except as otherwise expressly set forth in this Agreement, any provision of this Agreement may be amended, modified,

supplemented, restated or waived only with the written consent of both Parties.
 

9.13.                     Assignment.  Except for permitted sublicenses under this Agreement, neither Party may assign, or otherwise transfer, its rights or
delegate its obligations under this Agreement without

 
26

 
Certain information in this document has been omitted and filed separately with the Securities and Exchange Commission pursuant to Rule 24b-2 under the

Securities Exchange Act of 1934. Confidential treatment has been requested with respect to the omitted portions. Double asterisks denote omissions.
 

the prior written consent of the other Party; provided that uniQure may assign this Agreement without Simioni’s prior consent (but shall provide notice to
Simioni of such assignment containing the name and address of the assignee) to (a) any of its Affiliates or (b) a successor in interest in conjunction with
the sale of all or substantially all of its assets, so long as such successor shall agree in writing to be bound by the terms and conditions of this Agreement
prior to such assignment.  Any attempted assignment without consent is void.  Subject to the foregoing, this Agreement shall inure to the benefit of, and be
binding upon, the Parties, together with their successors and permitted assigns.

 
9.14.                     Counterparts.  This Agreement may be executed in one (1) or more counterparts, each of which shall be deemed an original, and

together shall constitute one and the same agreement and shall become effective when one (1) or more counterparts have been signed by each of the
Parties and delivered to the other Party, it being understood that both Parties need not sign the same counterpart. This Agreement, following its execution,
shall be delivered in original copies, preceded by PDF copies or other form of electronic delivery.

 
{SIGNATURES ON FOLLOWING PAGE}
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IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed by their duly authorized representative as of the Effective Date.
 

 
PROFESSOR PAOLO SIMIONI

 

   
By: /s/ Paolo Simioni

 

Name: Paolo Simioni
 

Title: Inventor, Professor of Medicine, MD, PhD
 

 
 
UNIQURE BIOPHARMA B.V.

   

     
By: /s/ Matt Kapusta

 

By: /s/ Maiken Keson-Brookes
Name: Matt Kapusta

 

Name: Maiken Keson-Brookes
Title: CEO

 

Title: SVP and General Counsel
 
 
The undersigned, being a duly authorized representative of the University, acknowledges and accepts the terms of this Agreement and acknowledges and
accepts that Simioni is the sole owner of, and has the right to assign, all right, title and interest in the Assigned Patent Rights as set forth in this Agreement
and that such ownership and the economic terms set forth in this Agreement are in compliance with the University’s rules and regulations.



 
For such acknowledgment and acceptance:
 
 
UNIVERSITY OF PADOVA
 
By: /s/ Rosario Rizzuto

 

Name: Rosario Rizzuto
 

Title: Rector
 

Date: 4 May 2017
 

 
[Signature Page to Assignment and License Agreement]
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Schedule 1.4
 

Assigned Patent Rights
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Exhibit A
 

Form of Patent Assignment
 

PATENT ASSIGNMENT
 

This Patent Assignment (“Patent Assignment”), is entered into as of [DATE], 2017 (the “Effective Date”) by and between Professor Paolo Simioni,
with a place of business at via Barbo 8, Padova 35128, Italy (“Assignor”) and uniQure biopharma B.V., with a place of business at Paasheuvelweg 25a, 1105
BP Amsterdam, The Netherlands (“Assignee”).  This Patent Assignment is made pursuant to an Assignment and License Agreement by and between
Assignor and Assignee dated as of the date hereof (together with any amendments thereto, the “Assignment and License Agreement”), pursuant to which
Assignee has agreed to receive assignment of the Assigned Patent Rights (as defined below) from Assignor. Capitalized terms used herein but not otherwise
defined herein shall have the meanings set forth in the Assignment and License Agreement.
 

Assignor is the owner of the Assigned Patents Rights (as defined below). For the consideration provided pursuant to the Assignment and License
Agreement, and for other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, (1) Assignor has sold, assigned and
transferred and by these presents does hereby sell, assign and transfer unto said Assignee, its successors, assigns and legal representatives, Assignor’s entire
right, title and interest in and throughout the United States of America and Italy, their territories and all other countries throughout the world, in and to (a) the
patents and patent applications set forth on Schedule A, (b) any conversions, divisionals, continuations or continuations-in-part thereof, or substitutes therefor,
(c) any application claiming priority to any of the foregoing, (d) any patents issuing on or from any of the foregoing, and any reissues, reexaminations or
extensions of such patents, and (e) any and all counterparts of any of the foregoing in any country in the Territory (collectively, the “Assigned Patent Rights”)
and including the right to claim priority under any applicable statute, treaty or convention based on said Assigned Patent Rights; said applications and letters
patents and the invention(s) described therein to be held and enjoyed by said Assignee for its own use and benefit and for its successors, assigns and legal
representatives, to the full end of the term for which patents may be granted as fully and entirely as the same would have been held and enjoyed by Assignor
had this assignment not been made; and (2) Assignor hereby conveys any and all rights arising under or pursuant to any and all international agreements,
treaties or laws relating to the protection of industrial property by filing any such applications for letters patent, any and all claims for damages by reason of
past infringement of any Assigned Patent Rights, together with the right to sue for, collect, and retain the proceeds for any past, present, and future
infringement of any such Assigned Patent Rights, any and all rights to initiate proceedings before government and administrative bodies, and any
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and all files, records and other materials arising from the prosecution, exploitation, or defense of rights and registrations pertaining to the applications or
letters patents. Assignor hereby acknowledges that this assignment, being of Assignor’s entire right, title and interest in and to said applications and letters
patents and the invention(s) described therein, carries with it the right in Assignee to apply for and obtain from competent authorities in all countries of the



world any and all letters patent by attorneys and agents of Assignee’s selection and the right to procure the grant of all such letters patent to Assignee for its
own name as assignee of the entire right, title and interest therein.
 

Assignor hereby authorizes and requests the U.S. Patent and Trademark Office, the Italian Patent and Trademark Office, the European Patent Office,
the Canadian Intellectual Patent Office and any other applicable counterpart office to record the Assignee as the owner of the Assigned Patent Rights and to
issue future patents granted on the patent applications listed above to the Assignee.
 

Assignor hereby confirms having agreed, and to the extent necessary does hereby agree, to cooperate upon reasonable request with Assignee, its
successors and assigns, in proceedings or transactions involving the patents and patent applications included in the Assigned Patent Rights, including
producing of evidence (such evidence to potentially include, but not be limited to, providing access, on a confidential basis to the extent allowed by applicable
Italian laws and by any Applicable Law, to lab journals, patient records and/or correspondence related to the Assigned Patent Rights which are in possession
of Assignor and signing an affidavit related thereto) reasonably necessary or desirable to secure allowance of the patent applications included in the Assigned
Patent Rights, including but not limited to those listed above, and to perform any and all other acts reasonably necessary or desirable to vest in Assignee the
entire right, title, and interest of the Assigned Patent Rights such that the Assigned Patent Rights will be held and enjoyed by Assignee, its successors and
assigns, to the full end of the term for which patents may be granted. It is understood between the Parties that if it is necessary for Assignor to involve any
lawyer and /or IP consultant and/or any other advisor for such cooperation with Assignee, Assignee shall pay all the out-of-pocket costs and fees reasonably
incurred by Assignor deriving from such advisory/consulting services. Assignor promises to provide the required documents and to make all necessary
signatures to record the Assigned Patent Rights in the register of the U.S. Patent and Trademark Office, the Italian Patent and Trademark Office, the European
Patent Office, the Canadian Intellectual Patent Office and any other applicable counterpart office.
 

Assignor warrants that no assignment, sale, agreement, or encumbrance has been or will be made or entered into which would conflict with this
Patent Assignment.
 

This Patent Assignment may be executed by the Assignor and Assignee in separate and several counterparts, each of which shall be an original, but
which together shall constitute one and the same
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instrument. An executed signature page of this Patent Assignment delivered by facsimile or PDF transmission shall be as effective as an original executed
signature page.
 

This Patent Assignment shall be binding upon and inure to the benefit of Assignor and Assignee and their respective successors and assigns.
 

[SIGNATURE PAGE FOLLOWS]
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ASSIGNOR
 
Professor Paolo Simioni
 
 
   
Professor Paolo Simioni

 

Date
   
   
WITNESSED

  

     
Signature:

  

Date:
 

Print Name:
 

  

Address:
 

  

 
[Signature Page to Patent Assignment]

 

 
Certain information in this document has been omitted and filed separately with the Securities and Exchange Commission pursuant to Rule 24b-2 under the

Securities Exchange Act of 1934. Confidential treatment has been requested with respect to the omitted portions. Double asterisks denote omissions.
 
ASSIGNEE
 
uniQure biopharma B.V.
 
 



   
[NAME, TITLE]

 

Date
   
   
WITNESSED

  

     
Signature:

  

Date:
 

Print Name:
 

  

Address:
 

  

 
[Signature Page to Patent Assignment]
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Exhibit 99.1
 

 
uniQure Announces Hemophilia B Gene Therapy Program To Enter Pivotal Study With FIX-Padua Variant in 2018
 

~ AMT-060 with the FIX-Padua Modification (AMT-061) Demonstrates Substantial Increase in FIX Activity in Non-human Primates ~
 

~ Plans to Initiate Pivotal Study with Enhanced AMT-061 in 2018 ~
 

~ Achieves Alignment with FDA on Streamlined Clinical and Regulatory Strategy for AMT-061, Which Will be Included Under Existing Breakthrough
Therapy Designation ~

 
~ Acquires a Patent Family Covering FIX-Padua in Hemophilia B ~

 
~ Conference Call Scheduled for Today at 8:30 a.m. ET ~

 
LEXINGTON, Mass. and AMSTERDAM, The Netherlands, Oct. 19, 2017 (GLOBE NEWSWIRE) —  uniQure N.V. (NASDAQ:QURE), a leading gene
therapy company advancing transformative therapies for patients with severe medical needs, today announced that following multi-disciplinary meetings with
the U.S. Food and Drug Administration (FDA) and the European Medicines Agency (EMA), the company plans to expeditiously advance AMT-061, which
combines an AAV5 vector with the FIX-Padua mutant, into a pivotal study in 2018 for patients with severe and moderately severe hemophilia B.
 
AMT-061 and AMT-060, the latter of which has been tested in 10 patients in an ongoing Phase I/II clinical trial, are identical in structure apart from two
nucleotide substitutions in the coding sequence for FIX.  The gene variant, referred to as FIX-Padua, expresses a protein with a single amino acid substitution
that has been reported in multiple preclinical and nonclinical studies to provide an approximate 8 to 9-fold increase in FIX activity compared to the wild-type
FIX protein. All other critical quality attributes of AMT-061 are expected to be comparable to those of AMT-060, as AMT-061 utilizes the same AAV5 capsid
and proprietary insect cell-based manufacturing platform.
 
“Our mission in hemophilia B has always been to develop the safest and most effective gene therapy with the broadest application to patients. We believe
AMT-061 moves us closer to this goal, as it has the potential to provide optimized clinical and tolerability benefits to nearly all severe and moderately severe
patients with hemophilia B,” stated Matthew Kapusta, chief executive officer of uniQure.  “We are delighted to have received constructive guidance from
both the FDA and EMA, which we believe allows us to expeditiously advance AMT-061 into a pivotal study next year, as previously planned. In anticipation
of this, we have begun GMP production of AMT-061 in our Lexington facility and preparations for the pivotal study are underway.”
 
“I believe AMT-061 has the potential to be an important gene therapy for patients suffering with hemophilia B,” stated Steven Pipe, M.D., professor of
pediatrics and pathology and pediatric medical director of the hemophilia and coagulation disorders program at the University of Michigan. “Based on the
data generated to date, AMT-
 

 
061 may be the first gene therapy to provide durable, curative benefits to nearly all patients with hemophilia B, without the complications associated with
capsid-related immune responses.  I very much look forward to serving as an investigator in this exciting Phase III program.”
 
Clinical and Regulatory Pathway for AMT-061
 

·                  The FDA has agreed that AMT-061 will be included under the existing Breakthrough Therapy designation and Investigational New Drug (IND) for
AMT-060. The EMA also has agreed that AMT-061 will be included under the current PRIME designation.

 
·                  The Company achieved general agreement with the FDA and EMA on the proposed pivotal trial plan for AMT-061. The study is expected to be an

open-label, single-dose, multi-center, multi-national trial investigating the efficacy and safety of AMT-061 administered to adult patients with severe
or moderately severe hemophilia B. The primary objective of the trial is to evaluate AMT-061 for prevention of bleedings. Secondary objectives
include additional efficacy and safety aspects. Patients will serve as their own control, with a baseline established during a six-month observational
lead-in phase prior to treatment with AMT-061.

 
·                  Concurrent with the start of the six-month lead-in phase of the pivotal study, a short dose-confirmation study is expected to begin in the third quarter

of 2018. Three patients will receive a single intravenous (IV) dose of AMT-061 at 2 x 10  gc/kg and will be evaluated for a period of approximately
six weeks to assess FIX activity levels and confirm the dose.  Each patient will continue to be followed longer term, and no lead-in phase is required
for the dose confirmation study.

 
AMT-061 Nonclinical Data Demonstrate Tolerability and Substantial Increases in FIX Activity
 

·                  A Good Laboratory Practices (GLP), nonclinical study of AMT-061 has been performed in non-human primates at four different dose levels up to a
dose of 9 x 10  gc/kg. The purpose of this study was to compare AMT-061 to AMT-060 with respect to liver transduction, circulating FIX protein
levels, circulating FIX activity levels and toxicity, after a single intravenous dose with 13- or 26-week observation periods.

 
·                  Data from the study demonstrated a strong correlation between dose and human FIX (hFIX) expression levels, as well as biological activity of the

expressed hFIX protein.  At equal doses, circulating vector DNA plasma levels, liver distribution, liver cell transduction and hFIX protein expression
were comparable for both AMT-060 and AMT-061.  Additionally, AMT-061 demonstrated substantial increases in hFIX clotting activity compared
to AMT-060, consistent with those previously reported for FIX-Padua.

 
·                  Based on a statistical analysis of the AMT-061 and AMT-060 non-human primate data, as well as the clinical data from the Phase I/II trial of AMT-

060,
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the Company believes that AMT-061 administered at a dose of 2 x 10  gc/kg may lead to mean FIX activity of approximately 30 to 50 percent of
normal.

 
·                  The study also examined toxicology of AMT-061, including liver enzyme activity, coagulation biomarkers and other safety parameters.  Data from

the study demonstrated that AMT-061 was well-tolerated with no evidence of any significant toxicological findings.  There was no increased
thrombin generation or increased fibrin formation or degradation detected during the six months of follow-up.  No increase in immunogenicity is
expected with AMT-061, as there are no changes in the AAV5 capsid.

 
AMT-061 Continues to Leverage AAV5’s Favorable Tolerability and Immunogenicity Results
 

·                  AAV5-based gene therapies have been demonstrated to be generally safe and well-tolerated in a multitude of clinical trials, including three uniQure
trials conducted in 22 patients in hemophilia B and other indications.

 
·                  In contrast to data reported using other AAV capsids delivered systemically via IV infusion, no patient treated in clinical trials with the Company’s

AAV5 gene therapies has experienced any confirmed, T-cell-mediated immune response to the capsid or material loss of FIX activity.
 

·                  An independent clinical trial has demonstrated that AAV5 has the lowest prevalence of preexisting neutralizing antibodies (NAb) compared to other
AAV vectors.  Data from the Phase I/II study of AMT-060 also demonstrated clinical proof-of-concept in the presence of preexisting NAb to AAV5,
suggesting that all, or nearly all hemophilia B patients may be eligible for treatment with AMT-061.

 
Commercial-scale, GMP Manufacturing of AMT-061 Clinical Material Underway
 

·                  uniQure has initiated production of multiple clinical-grade batches of AMT-061 in its state-of-the-art Lexington, MA manufacturing facility. Material
is being produced at commercial scale and utilizing current Good Manufacturing Practices (cGMP).  uniQure expects to begin releasing product for
the pivotal trial by the first quarter of 2018.  The manufacturing process, controls and methods utilized for AMT-061 are consistent to those
previously used for AMT-060.

 
·                  The Company has achieved alignment with the FDA and EMA on its plan to establish comparability between AMT-061 and AMT-060.  uniQure

expects to complete its ongoing comparability analysis and plans to submit the data to the agencies for review in the first quarter of 2018. Data
reviewed to date support comparability between AMT-061 and AMT-060.

 
Exclusive Patent Covers the Use of Padua in Gene Therapy for Hemophilia B
 

·                  In a separate press release, uniQure today announced that it has acquired a patent family that broadly covers the FIX-Padua variant and its use in gene
therapy for the treatment of coagulopathies, including hemophilia B. This
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family includes a patent issued in the U.S., as well as pending patent applications in Europe and Canada.  uniQure recently filed divisional patent
applications that would further strengthen its intellectual property position related to the FIX-Padua variant.

 
·                  The patent family was acquired from Professor Paolo Simioni, a renowned hemophilia expert at the University of Padua, Italy, who is widely

recognized as the first to identify the mutation. Professor Simioni is serving as an advisor and consultant exclusively to uniQure for the development
of gene therapy products using his invention.  He is expected to assist the Company in its discussions with regulators, investigators and key opinion
leaders throughout the clinical development of AMT-061.

 
Conference Call Information
 
uniQure will host a conference call today, October 19, 2017 at 8:30 a.m. ET to discuss this announcement.  To access the live call by phone, dial (877) 280-
2296 (United States) or +44 (0)20 3427 1900 (international); the conference ID is 2516119.  The call may also be accessed through the Investors section of
the Company’s website at www.uniQure.com.  Following the live webcast, a replay of the call will be available at the same location through November 2,
2017.
 
About uniQure 
 
uniQure is delivering on the promise of gene therapy - single treatments with potentially curative results. We are leveraging our modular and validated
technology platform to rapidly advance a pipeline of proprietary and partnered gene therapies to treat patients with hemophilia, Huntington’s disease and
cardiovascular diseases. www.uniQure.com
 
uniQure Forward-Looking Statements
 
This press release contains forward-looking statements. All statements other than statements of historical fact are forward-looking statements, which are often
indicated by terms such as “anticipate,” “believe,” “could,” “estimate,” “expect,” “goal,” “intend,” “look forward to”, “may,” “plan,” “potential,”
“predict,” “project,” “should,” “will,” “would” and similar expressions. Forward-looking statements are based on management’s beliefs and assumptions
and on information available to management only as of the date of this press release. These forward-looking statements include, but are not limited to, the
development of our gene therapy product candidates, the success of our collaborations and the risk of cessation, delay or lack of success of any of our
ongoing or planned clinical studies and/or development of our product candidates, and the scope of protection provided by our patent portfolio. Our actual
results could differ materially from those anticipated in these forward-looking statements for many reasons, including, without limitation, risks associated
with our and our collaborators’ clinical development activities, collaboration arrangements, corporate reorganizations and strategic shifts, regulatory
oversight, product commercialization and intellectual property claims, as well as the risks, uncertainties and other factors described under the heading “Risk
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Factors” in uniQure’s Quarterly Report on Form 10-Q filed on August 8, 2017. Given these risks, uncertainties and other factors, you should not place undue
reliance on
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these forward-looking statements, and we assume no obligation to update these forward-looking statements, even if new information becomes available in the
future.
 
uniQure Contacts
 
For Investors:
 
Maria E. Cantor
Direct: 339-970-7536
Mobile: 617-680-9452
m.cantor@uniQure.com
 
Eva M. Mulder
Direct: +31 20 240 6103 
Mobile: +31 6 52 33 15 79
e.mulder@uniQure.com
 
For Media:
 
Tom Malone
Direct: 339-970-7558
Mobile: 339-223-8541
t.malone@uniQure.com
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Exhibit 99.2
 

 
uniQure Strengthens Intellectual Property Portfolio with Acquisition of Patent Family Providing Broad Protection of the Hyperactive Padua Variant
of Factor IX (FIX-Padua)
 

~ Issued Patent in the U.S. Covers Use of FIX-Padua in Gene Therapy ~
 

~ Divisional patent applications filed to further strengthen Padua intellectual property position ~
 
LEXINGTON, Mass. and AMSTERDAM, the Netherlands, Oct. 19, 2017 (GLOBE NEWSWIRE) — uniQure N.V. (NASDAQ:QURE), a leading gene
therapy company advancing transformative therapies for patients with severe medical needs, today announced that the Company has acquired a patent family,
with claims issued in the U.S., that broadly covers a hyperactive variant of Factor IX carrying an R338L mutation (often referred to as “FIX-Padua”) and its
use in gene therapy for the treatment of coagulopathies, including hemophilia B. This patent family was acquired from the inventor, Professor Paolo Simioni,
a renowned hemophilia expert at the University of Padua, Italy, who is widely recognized as the first to identify this mutant.
 
Professor Simioni filed a PCT application on September 15, 2009, and patent applications are pending in the U.S., Europe, and Canada. The U.S. Patent and
Trademark Office issued U.S. Patent 9,249,405 on February 2, 2016, which includes claims directed to Factor IX protein with a leucine at the R338 position
of the protein sequence, nucleic acid sequences coding for this protein, and therapeutic applications, including gene therapy. Additional fast track divisional
patent applications have also been filed in the U.S. and in Europe that would further strengthen uniQure’s intellectual property position.
 
“I have worked my entire career in the field of coagulopathies, and in my experience the innovation of FIX-Padua holds great promise for the treatment of
hemophilia B,” said Professor Simioni. “Combined with the known safety profile of the AAV5 vector, this gene has the potential to significantly improve the
health of hemophilia B patients.  I look forward to working with uniQure as they advance what I believe will be the most effective gene therapy for patients
suffering from hemophilia B.”
 
Professor Simioni is serving as advisor and consultant to uniQure for the development of therapeutic products using his invention of FIX-Padua. He will
assist in the Company’s discussions with regulators, investigators, and key opinion leaders throughout the clinical development of AMT-061.
 
“uniQure is very pleased to have Professor Simioni, a leading expert in hemophilia and FIX-Padua, as a collaborator and to have acquired his patents on the
invention of FIX-Padua for gene therapy,” said Jonathan Garen, chief business officer of uniQure. “These patents provide uniQure with an enhanced
proprietary position in hemophilia B gene therapy that we can further leverage for additional patent protection.”
 

 
About uniQure 
 
uniQure is delivering on the promise of gene therapy - single treatments with potentially curative results. We are leveraging our modular and validated
technology platform to rapidly advance a pipeline of proprietary and partnered gene therapies to treat patients with hemophilia, Huntington’s disease and
cardiovascular diseases. www.uniQure.com
 
uniQure Forward-Looking Statements
 
This press release contains forward-looking statements. All statements other than statements of historical fact are forward-looking statements, which are often
indicated by terms such as “anticipate,” “believe,” “could,” “estimate,” “expect,” “goal,” “intend,” “look forward to”, “may,” “plan,” “potential,”
“predict,” “project,” “should,” “will,” “would” and similar expressions. Forward-looking statements are based on management’s beliefs and assumptions
and on information available to management only as of the date of this press release. These forward-looking statements include, but are not limited to, the
development of our gene therapy product candidates, the success of our collaborations and the risk of cessation, delay or lack of success of any of our
ongoing or planned clinical studies and/or development of our product candidates, and the scope of protection provided by our patent portfolio. Our actual
results could differ materially from those anticipated in these forward-looking statements for many reasons, including, without limitation, risks associated
with our and our collaborators’ clinical development activities, collaboration arrangements, corporate reorganizations and strategic shifts, regulatory
oversight, product commercialization and intellectual property claims, as well as the risks, uncertainties and other factors described under the heading “Risk
Factors” in uniQure’s Quarterly Report on Form 10-Q filed on August 8, 2017. Given these risks, uncertainties and other factors, you should not place undue
reliance on these forward-looking statements, and we assume no obligation to update these forward-looking statements, even if new information becomes
available in the future.
 
uniQure Contacts
 
For Investors:
 
Maria E. Cantor 
Direct: 339-970-7536
Mobile:  617-680-9452 
m.cantor@uniQure.com
 
Eva M. Mulder 
Direct: +31 20 240 6103 
Mobile: +31 6 52 33 15 79   
e.mulder@uniQure.com
 
For Media:



 
Tom Malone 
Direct: 339-970-7558 
Mobile: 339-223-8541 
t.malone@uniQure.com
 


