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Center for Clinical Research, having an address at Mezzannine floor of KMC,old library
building, Manipal University, Manipal-576104, Karnataka, India ("Institution") and Dr.
Arvind N. Prabhu, having an address at Kasturba Medical College and Hospital, Tiger
Circle Road, Madhav Nagar, Manipal - 576104, Karnataka, India. ("Principal
Investigator")

The Institution and the Principal Investigator are hereinafter called "Institution/Principal
Investigator" when it is intended that they be referred to jointly.

WHEREAS, the Sponsor desires to conduct a clinical study ("Study") of Pozelimab and
Cemdisiran (each individually and collectively being the "Investigational Drug") as part of a
multi-center study under a protocol R3918-MG-2018 entitled "Efficacy And Safety of
Pozelimab and Cemdisiran Combination Therapy In Patients With Symptomatic
Generalized Myasthenia Gravis" (as the same may be amended from time to time, the
"Protocol"), a copy of which is incorporated herein by reference as Exhibit A;

WHEREAS, the Institution has the facilities and expertise to conduct the Study and has
agreed to perform the Study on the terms and conditions as hereinafter set forth;

WHEREAS, Sponsor has engaged, pursuant to a separate contract, Parexel International
Clinical Research Private Limited together with its clinical Affiliates, as defined below,
("CRO"),having an address at CoWrks, RMZEco World, Ground floor, Bay Area- Adjacent
to Building 6A, Outer Ring Road, Devarabeesanahalli Village, Bangalore -560103,
India, to act as Sponsor's agent and contract research organization in managing,
coordinating and carrying out Sponsor's responsibilities in connection with the Study
contemplated by this Agreement. The parties hereto acknowledge and agree that Sponsor
shall have the right to delegate any of its rights and obligations hereunder to CRO,including
those relating to payments, regulatory submissions, and communications but shall remain
the liable party under this Agreement.

NOW,THEREFORE, in consideration of the mutual promises set forth in this Agreement, the
parties hereby agree as follows:

1. SCOPEOFWORK.

1.1 Principal Investigator. The Institution shall conduct and supervise the Study
through Principal Investigator. The Institution shall notify the Sponsor promptly if the
Principal Investigator is unable or unwilling to continue the Study or if the Principal
Investigator's affiliation with the Institution ceases, whereupon the Sponsor will have a right
of approval with respect to the designation of a new Principal Investigator.
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1.2 Conduct of the Study.The Institution and Principal Investigator shall conduct
the Study in accordance with this Agreement, the Protocol, all reasonable written
instructions of the Sponsor, and all applicable laws and regulations, including, without
limitation, any applicable requirements of the India Drugs and Cosmetics Act, 1940; New
Drug and Clinical Trial Rules, 2019; the Indian Council for Medical Research Guidelines for
Biomedical and Health Research Involving Human Participants, 2017; Guidelines on Good
Clinical Practice in India issued by the Central Drugs Standard Control Organisation; the
United States Food and Drug Administration ("FDA"); the International Conference on
Harmonization Good Clinical Practice ("ICH GCP") guidelines; and the applicable
requirements of Declaration of Helsinki ("Applicable Law"). The Institution/Principal
Investigator shall refrain from, and shall cause any other employee, contractor, or agent
performing or assisting with the Study on behalf of the Institution/Principal Investigator
("Study Staff') to refrain from using the Investigational Drug in any manner that is contrary
to the provisions of, or outside the scope of, the Protocol or that is contrary to Sponsor's
written instructions.

1.3 Approvals. The Institution/Principal Investigator shall seek approval of the
Study, the Protocol, and a written form of Informed Consent (as defined in Section 1.4)
mutually acceptable to the Institution/Principal Investigator and the Sponsor, from the
appropriate ethics committee (the "EC"),and shall seek any other approvals required for the
Study from applicable internal safety or review boards.

1.4 Informed Consent The Principal Investigator shall obtain from each person
participating in the Study ("Study Subject") a valid informed consent ("Informed Consent"),
signed by the Study Subject (unless such signature is waived by the EC) and appropriately
documented. The Institution/Principal Investigator shall conduct the Study in a manner
consistent with the Informed Consents.

1.5 Amendment of the Protocol. The Sponsor may amend the Protocol at any
time. Any such amendment shall be in writing and sent to the Institution/Principal
Investigator.

1.6 Supervision.The Institution/Principal Investigator shall supervise the Study
Staff and shall ensure that all Study Staff are appropriately trained, qualified, and certified,
and are informed of and abide by the applicable terms of this Agreement
Institution/Principal Investigator shall use its reasonable best efforts to maintain
consistency of Study Staff throughout the duration of the Study.

1.7 Enrollment. The enrollment for the Study shall be competitive. The
Institution/Principal Investigator shall use its reasonable best efforts to enroll a minimum
of 3-4 subjects to the Study. The Institution/Principal Investigator may enroll more than 4
subjects by informing Sponsor and upon Sponsor discretion without a contract amendment
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Sponsor may increase or decrease the Institution's/Principal Investigator's enrollment of
Study Subjects based upon enrollment patterns at other Study centers.

2. RECORDS.REPORTING.ANDAUDITS.

2.1 Study Materials. The Institution/Principal Investigator shall keep and
maintain, diligently and in sufficient detail to satisfy the requirements of all Applicable Laws,
such Study data and records as are required by the Protocol and Applicable Law, including,
without limitation any completed case report forms, any electronic databases required to be
created under the Protocol, and any Study reports prepared by the Institution for the
Sponsor ("Study Materials")'

2.2 Record Retention. The Institution must, and must ensure that Principal
Investigator will, retain all essential study documents, including Study Materials, source
documents, and Study Subject medical records for at least fifteen (is) years following the
completion or discontinuation of the Study, or longer, if a longer period is required by
relevant regulatory authorities. After the required retention period has expired, the
Institution shall provide the Sponsor sixty (60) days' written notice before destroying any
Study Materials. If the Institution or Principal Investigator's situation is ever such that
archiving can no longer be ensured, the Institution must inform the Sponsor and the relevant
records will be transferred to a mutually agreed-upon destination.

2.3 Study Subject Medical Information. The Sponsor may access the Study
Materials during regular business hours, upon reasonable advance notice to the
Institution/Principal Investigator. The Sponsor shall comply with Applicable Law regarding
the confidentiality of Study Subjects' medical records and other health information, shall hold
the Study Subjects' personal identifying information in confidence, and shall act in accordance
with the Informed Consents. Subject to the foregoing, the Sponsor may copy
Institution/Principal Investigator records containing such information to the extent
permitted by Applicable Law and the express authorization of Informed Consents from
relevant Study Subjects. Institution/Principal Investigator acknowledges that Sponsor may
disclose Study Materials to its drug development partners, other clinical investigators in the
Study, the FDAand foreign regulatory agencies. If in connection with the performance of the
Agreement, Sponsor comes in contact with individually identifiable information of patients
at the Institution who are not Study Subjects, Sponsor will use commercially reasonable
efforts to maintain the confidentiality of such information and not use it for any purpose.
Institution certifies that it has implemented reasonable and appropriate security controls
that would allow Sponsor to remotely access patient data in its electronic medical record
system in compliance with applicable data protection laws.

2.4 Periodic Reporting. The Principal Investigator shall provide Sponsor with
the data called for in the Protocol on properly completed case report forms within two (2)
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business days of collection or as otherwise specified in the Protocol.

2.5 Adverse Experience Reporting. The Principal Investigator shall notify
Sponsor of serious adverse experiences, adverse experiences or drug reactions of any Study
Subject in accordance with the requirements of the Protocol. The Principal Investigator shall
also comply with all Applicable Law with regards to adverse experience reporting.

2.6 Audits by the Sponsor. The Institution/Principal Investigator shall make
available to the Sponsor (or its agent) the Study site, the Study Staff, and, subject to
Applicable Law relating to patient confidentiality, all Study Materials for purposes of review
and audit upon reasonable advance notice during regular business hours. Upon receipt of
written notice from the Sponsor of any violations of the Protocol, this Agreement, or
Applicable Law found in such audit, the Principal Investigator and the Institution shall
promptly take action to correct such violations and shall provide confirmation to Sponsor of
such corrective action.

2.7 Audits by Regulatory Authorities. Institution shall make available to
regulatory authorities, the Study site, the Study Staff, and, subject to Applicable Law relating
to patient confidentiality, all Study Materials for purposes of review and audit Institution
recognizes that the Study and the Institution is subject to inspection by regulatory agencies
worldwide, including the FDA. The Institution/Principal Investigator shall provide the
Sponsor prompt, advance notification of any audit by a regulatory authority, which audit is
directly related to the Study (or, when advance notification is impracticable, prompt
notification of any completed audit). To the extent possible, the Institution/Principal
Investigator shall permit the Sponsor to review and comment in advance on any written
communication from the Institution/Principal Investigator to the regulatory authority in
connection with such an audit; provided, however, that such review does not have a material
adverse impact on the timeliness of the Institution/Principal Investigator's response to the
regulatory authority. The Institution/Principal Investigator shall promptly provide the
Sponsor with copies of all communications between the Institution/Principal Investigator
and the regulatory authority related to such audit unless prohibited from so doing by the
regulatory authority, and shall promptly take action to correct any deficiencies found by the
regulatory authority during the audit With respect to a pending audit directly related to the
Study by the FDAor by any comparable foreign regulatory authority with jurisdiction over
drug approval, the Institution/Principal Investigator shall permit the Sponsor's
representatives to be present at such audit unless prohibited from so doing by Applicable
Law.With respect to any audit by any regulatory authority, which audit is not directly related
to the Study, the Institution/Principal Investigator shall promptly notify the Sponsor of any
findings of such an audit that may have an adverse effect on the Institution/Principal
Investigator's ability to conduct the Study in accordance with the Protocol or Applicable Law.
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3. SPONSOR OBLIGATIONS.

3.1 Compliance with Law. The Sponsor shall comply with Applicable Law in the
performance of its activities relating to the Study, and shall obtain all approvals and consents
required in connection with such activities.

3.2 Supply of Investigational Drug. The Sponsor and/ or its Affiliate shall supply
the Institution/Principal Investigator with quantities of the Investigational Drug adequate
for the Institution/Principal Investigator to conduct the Study in accordance with the
Protocol. The Investigational Drug shall remain the sole property of the Sponsor and/or its
Affiliate. The Institution/Principal Investigator shall take reasonable steps to ensure that it
has adequate supplies of the Investigational Drug, shall store, use, handle, and return or
dispose of the Investigational Drug in accordance with the Protocol, and shall not use any
Investigational Drug after its labeled expiration date.

3.3 Payments. The Sponsor shall make payments to Institution according to the
payment schedule attached hereto as Exhibit B ("Budget and Payment Terms"). In no event
shall the payments hereunder exceed the amount set forth in Exhibit B without the prior
written consent of the Sponsor.

3.4 Subject Injury. The Sponsor shall reimburse the Institution for the reasonable
and necessary medical expenses incurred in treating any injury or illness to a Study Subject
that are directly related to the administration of the Investigational Drug or the proper
performance of any other Study procedure, each in accordance with the Protocol and the
Sponsor's written instructions to the Institution/Principal Investigator. The Sponsor is not
required to provide compensation for (a) other injury- or illness-related costs (such as lost
wages), (b) medical expenses that are paid for by a private third party, (c) medical expenses
that are incurred as the result of a violation of the Protocol or other misconduct or
negligence, in each case by any agent or employee of the Institution (including the Study
Staff), or (d) medical expenses for injury or illness unrelated to the Investigational Drug and
unrelated to the proper performance of any other procedure required by the Protocol or
Sponsor's written instructions to the Institution/Principal Investigator, including, without
limitation, medical expenses associated with a pre-existing medical condition or the
progression of the underlying disease.

3.5 Registration of Study. To the extent required by Applicable Law, it shall be
the responsibility of the Sponsor to register the Study at (i) www.clinicaltrials.gov; (H) any
other registry the requirements of which are consistent with the guidelines of the
International Committee of Medical Journal Editors ("ICMJE") on trial registrations, in each
case to the extent required by the ICMJE guidelines (as in effect at the time the Study begins)
in order for the Study results to be eligible for publication in an ICMJE journal; or (Hi) any
other registry as might be required by Applicable Law, including the Clinical Trial Registry
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of India.

3.6 Communication of Findings. The Sponsor will use reasonable efforts to
promptly report to Principal Investigator any findings discovered that could affect the safety
of participants or their willingness to continue their participation in the Study.

4. OWNERSHIP OF DATA. RECORDS. AND INTELLECTUAL PROPERTY.

4.1 Ownership of Data and Records. All rights, title, and interest in (i) the Study
Materials, (ii) the Protocol, and (iii) any other scientific, technical, business, or other data or
information relating to the Investigational Drug or this Agreement that is disclosed to the
Institution/Principal Investigator by the Sponsor shall be the sole and exclusive property of
the Sponsor.

4.2 Ownership of Inventions. The Institution/Principal Investigator shall
promptly disclose, and shall cause the Study Staff to promptly disclose to the Sponsor in
writing any inventions or discoveries made in the performance of the Study by or on behalf
of the Institution/Principal Investigator that relate to the administration or use of the
Investigational Drug ("Inventions"). The Sponsor hereby owns all right, title, and interest in
and to any Inventions and Institution/Principal Investigator agrees to execute any
documents or undertake any further actions if requested by Sponsor to evidence transfer of
title thereto or to facilitate the prosecution, allowance, maintenance, correction, or extension
of any patent or patent application relating to Inventions (including, but not limited to
assignments, declarations, affidavits, and the like), at Sponsor's reasonable expense. The
Institution represents and certifies that all Study Staff are required to assign all rights, title
and interest in and to the Inventions to Institution.

5. CONFIDENTIALITY.

5.1 Obligations. For purposes of this Agreement, the following is "Confidential
Information": (a) Study Materials; (b) any information related to the Study that is disclosed
by or on behalf of the Sponsor to the Institution/Principal Investigator orally or in electronic
or written form; and (c) Inventions. During the term ofthis Agreement and for a period of
five (5) years after the expiration or termination of this Agreement ("Confidentiality
Period"), the Institution/Principal Investigator shall maintain the confidentiality of the
Confidential Information, and may not transfer or disclose Confidential Information to any
third party other than the EC and other applicable internal safety and review boards, except
as provided in Section 5.3 or the Protocol. During the Confidentiality Period, the
Institution/Principal Investigator may use Confidential Information in performing the Study,
for the provision of related patient care, or for other non-commercial internal clinical or
educational uses, but shall not use any Confidential Information for any other purpose.
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5.2 Exceptions. Notwithstanding Section 5.1, information shall be deemed not to
be Confidential Information to the extent that it:

(a) is or later becomes publicly known other than through a breach of this
Agreement by the Institution, its employees, or its agents (including the Principal
Investigator);

(b) is lawfully made available to the Institution, its employees, or its agents
(including the Principal Investigator) by a third party that the Institution reasonably believes
owes no obligation of confidentiality to the Sponsor; or

(c) was already known to or is independently developed by the Institution, its
employees, or its agents (including the Principal Investigator), as evidenced by written
records.

5.3 Permitted Disclosures. Notwithstanding Section 5.1, Confidential
Information may be disclosed to the extent that it:

(a) is disclosed to Study Staff, but only to the extent required in connection
with the performance of the Study, and only if such Study Staff are subject to obligations of
confidentiality and non-use at least as restrictive as those in this Article 5;

(b) is disclosed to Study Subjects or prospective Study Subjects as reasonably
necessary or appropriate in the course of discussions regarding the Informed Consent, or the
performance of the Study;

(c) is disclosed to a physician or a Study Subject as reasonably necessary or
appropriate in connection with the medical treatment of the Study Subject;

(d) is required to be disclosed by the Institution by law or by order of any
governmental authority; provided. however. that, except with respect to disclosures made
pursuant to Section 2.7, the Institution/Principal Investigator shall use reasonable efforts to
disclose the minimum Confidential Information necessary to comply with such requirement,
and the Institution/Principal Investigator shall give the Sponsor advance notice of the
disclosure when practicable, and prompt notice of the disclosure otherwise, to permit the
Sponsor to seek a protective order to limit the disclosure.

5.4 Confidentiality of Terms. Institution/Principal Investigator shall maintain
the confidentiality of the terms of this Agreement, subject to Section 7.5 and the exceptions
set forth in Sections 5.2 and 5.3.
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6. BIOLOGICAL SAMPLES.

6.1 Definition."Biological Sample" means (i) any material collected from a Study
Subject, including, without limitation, any blood, serum, urine, saliva, bone marrow or tissue
sample, and (ii) any tangible material isolated therefrom, including but not limited to DNA,
RNAand other biological substances.

6.2 Collection,Storage and Use Under Protocol. If the Protocol requires the
collection of Biological Samples, then Institution/Principal Investigator shall collect and use
such Biological Samples in accordance with the Protocol, the Informed Consent, and in
compliance with Applicable Law. At the request of Sponsor, or if otherwise required by the
Protocol, Institution/Principal Investigator shall deliver the Biological Samples to Sponsor
or Sponsor's designee. Sponsor shall use such Biological Samples in accordance with the
Protocol, the Informed Consent, and in compliance with Applicable Law.

6.3 Retention and Destruction. Institution and Sponsor, as applicable, shall
maintain all Biological Samples for as long as required by the Protocol and Applicable Law.
Neither Institution nor Principal Investigator shall destroy or permit the destruction of any
Biological Samples in their possession without the prior written consent of Sponsor. At the
request of Sponsor, Institution shall either deliver Biological Samples in Institution's
possession to Sponsor or continue to store Biological Samples for any period that the
Sponsor may request at Sponsor's expense.

6.4 Secondary Research. Institution/Principal Investigator may not (i) use the
Biological Samples collected under the Protocol, (ii) collect additional quantities of Biological
Samples [i.e, exceeding quantities which the Protocol specifies to be collected), and/or (iii)
retain any quantities of Biological Samples not used for purposes of conducting the research
specified by the Protocol, for purposes of testing or use in research that is not described in
the Protocol, including pharmacokinetic, pharmacogenomics, and biomarker testing and
research.

7. PUBLICATION AND DISCLOSURE.

7.1 Right of Publication. Notwithstanding Section 5.1, upon completion or
termination of the Study and subject to this Article 7, the Institution/Principal Investigator
may publish, otherwise publicly disclose or submit for publication an article, manuscript,
abstract, report, poster, presentation, or other material, in written or electronic form, that
includes: (i) an analysis of the results of the Study generated by the Institution and/or
Principal Investigator at the Institution; (ii) a summary of the Protocol; and (iii) supporting
data generated by the Institution and/or Principal Investigator at the Institution in
connection with the Study and identifying information regarding the Investigational Drug, in
each case as would be reasonably required for purposes of publication in a peer-reviewed
scientific journal (any such article, manuscript, abstract, report, poster, presentation, or
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other material, a "Manuscript").

7.2 Multi-Center Publication. The parties, recogmzmg the importance of
communicating clinical trial results to the public and to the medical and scientific
communities in an accurate and complete manner, intend for the first publication of the
Study to include the results from all of the Study centers and to appear in a peer-reviewed
scientific journal, in accordance with the Protocol. Without the prior written agreement of
the Sponsor, the Institution/Principal Investigator shall not publish, submit or otherwise
present for publication, directly or indirectly, any Manuscript prior to the publication of an
article in a peer-reviewed scientific journal summarizing the data generated by all of the
Study centers, unless no such article is so published before the first anniversary of the
finalization of the clinical study report, in which case the Institution/Principal Investigator
may publish or submit for publication a Manuscript without further delay (subject to the
other Sections of this Article 7).

7.3 Review Period. Not less than forty-five (45) days prior to submission for
publication or presentation of any Manuscript, the Institution/Principal Investigator shall
provide the Sponsor with a copy of the Manuscript. The Institution/Principal Investigator
shall consider in good faith any comments submitted by the Sponsor regarding the content
thereof, and shall delete any Confidential Information that the Sponsor requests in writing
be deleted. At the Sponsor's request, the Institution/Principal Investigator shall delay
publication for an additional sixty (60) days to allow patent applications to be filed.

7.4 Use of Name. No party may use the name, logo, or trademark of any other
party or its employees or Affiliates in any press release, publicity, or advertising without the
prior written approval of the other party, except as required by Applicable Law or expressly
permitted by this Agreement.

7.S Disclosure by Institution/Principal Investigator. The Institution/Principal
Investigator shall have the right to include the Study title and any other information publicly
available on any registry in which the Study is listed pursuant to Section 3.5, in any list of
active or past clinical trials conducted by the Institution/Principal Investigator published on
the Institution/Principal Investigator's website or in an Institution/Principal Investigator
print publication; provided. however. that no additional information, whether about the
Study, the Investigational Drug, or the Sponsor, may be included.

7.6 Disclosure by Sponsor. The Institution and Principal Investigator
acknowledge that the Sponsor is required by applicable laws and pharmaceutical industry
codes of conduct to document and publicly disclose certain transfers of value made to
health care professionals and healthcare organizations, and such disclosures may include
information about the payments or other transfers of value provided to Institution and/or
the Principal Investigator and Study Staff under this Agreement. The Sponsor may store and
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use information relating to the Institution, Principal Investigator and/or Study Staff and
arising out of this Agreement for the purpose of its business and may publicly disclose in its
discretion such information (including, but not limited to, the name and professional address
of the Institution and/or the Principal Investigator and Study Staff, any financial and in-kind
payments received under this Agreement, the nature of the engagement and any
other payment or service-related information) as may be deemed appropriate by Sponsor
for the fulfillment of its transparency obligations or as may otherwise be dictated by
Applicable Law or any pharmaceutical industry codes of conduct to which the Sponsor or
any of its Affiliates is subject. For such purposes, the Sponsor may transfer such information
to its Affiliates and/or third party service providers, who may be established in a different
jurisdiction to the Institution and Principal Investigator, which jurisdiction may not offer the
same level of protection for personal information. Payments to the Institution for work done
by specified individuals may reference both the Institution and the individual. In accordance
with applicable data protection laws, the Principal Investigator and Study Staff may contact
the Sponsor at any time to correct any mistakes or request deletion of their personal
information held by Sponsor.

7.7 Acknowledgment. The Institution/Principal Investigator shall publicly
acknowledge in any Manuscript the Sponsor's financial or editorial contribution to the
research, and the Institution/Principal Investigator may use the Sponsor's name for that
purpose.

8. INDEMNITIES AND INSURANCE.

8.1 Indemnification. The Sponsor shall indemnify, defend, and hold harmless the
Institution and its officers, directors, employees, and agents (including the Principal
Investigator) from any loss, liability, damage, or expense (including reasonable attorneys'
fees and costs until such time as the Sponsor assumes the defense) from any claim of bodily
injury that may arise directly from the administration of the Investigational Drug or the
proper performance of any procedure required by the Protocol or the Sponsor's written
instructions; provided, however, that to the extent that the claim is a result of (a) the failure
of the Institution or one of its officers, employees, or agents (including the Principal
Investigator) to comply with the terms of this Agreement or to follow the Protocol or the
Sponsor's written instructions, accepted medical practice, or Applicable Law, or (b) any act
of negligence or willful misconduct of the Institution or one of its officers, employees, or
agents (including the Principal Investigator) (claims arising from (a) and (b) being referred
to as "Institution Error Claims"), the Sponsor shall have no such obligation, and the
Institution shall indemnify, defend, and hold harmless the Sponsor (and its officers,
directors, employees, and agents, as applicable) from any loss, liability, damage or expense,
but only to the extent arising from any such Institution Error Claim.
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8.2 Limitation of Liability. Except for the parties' indemnification obligations
above or as otherwise determined by a final adjudicated court order, no party hereto shall
have any liability to any other for any special, indirect or consequential losses or damages
suffered by the other.

8.3 Indemnification Procedure. The party seeking indemnification (the
"Indemnitee") shall promptly notify the other party (the "Indemnitor") of any claim, loss, or
expense likely to lead to a claim for indemnification, along with all material related
information. If such notice is not prompt, the Indemnitor's obligation under this Article 8 will
be reduced to the extent that such delay prejudices the Indemnitor's defense of the claim.
The Indemnitor shall have the right to manage the defense and settlement of any claim,
except that the Indemnitor may not enter into any settlement admitting fault on behalf of the
Indemnitee without the Indemnitee's prior written approval. The Indemnitee may not enter
into any settlement of any such claim without the written permission of Indemnitor. The
Indemnitee shall reasonably cooperate with the Indemnitor in the defense of the claim. The
Indemnitee may hire its own counsel, at its own expense, to monitor the defense. In addition,
the Indemnitee may elect to assume control of the defense of such claim, in which case the
Indemnitor shall have no obligation to indemnify or further defend the Indemnitee with
respect to such claim.

8.4 Insurance. During the term of this Agreement and for three (3) years
thereafter, the Institution/Principal Investigator and the Sponsor each shall carry liability
insurance in the type appropriate and customary for the conduct and sponsorship of clinical
trials (or maintain a comparable program of self-insurance). Upon request, each party shall
provide to the other party a certificate of such insurance or evidence of such a self-insurance
plan.

9. REPRESENTATIONSANDCOVENANTS.

9.1 Regulatory Approvals. Each party represents and warrants that it has and
will maintain during the term of this Agreement all regulatory approvals required for the
conduct of its respective activities in connection with the Study, and that all persons who
perform activities under this Agreement on its behalf (including, in the case of the
Institution/Principal Investigator, the Study Staff) have and will have the necessary
expertise, qualifications, certifications and training, including, without limitation, training
related to current Good Clinical Practices ("cGCP").

9.2 Debarment. The Institution certifies that it is not (a) debarred by the FDA
under 21 U.S.C.§ 335a or any foreign equivalent or to the Institution's knowledge is not
threatened with debarment by a pending proceeding, action, or investigation, (b) excluded
from participation in any federal health care program under 42 C.F.R.Part 1001 et seq. and
is not the subject of an exclusion proceeding, and (c) otherwise disqualified under federal or
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state law, or to the Institution's knowledge is not threatened with such disqualification by a
pending proceeding, action, or investigation, from participating in the Study. The Institution
certifies that it will not engage, directly or indirectly, any person (including the Principal
Investigator) to perform services under this Agreement if (a) that person is debarred by the
FDAunder 21 U.S.C.§ 335a or any foreign equivalent or to the Institution's knowledge is
threatened with debarment by a pending proceeding, action, or investigation, (b) that person
is excluded from participation in any federal health care program under 42 C.F.R.Part 1001
et seq. or is the subject of an exclusion proceeding, or (c) that person is otherwise
disqualified under federal or state law, or to the Institution's knowledge is threatened with
such disqualification by a pending proceeding, action, or investigation, from participating in
the Study. The Principal Investigator certifies that he/she has never been debarred by any
regulatory authority nor threatened with debarment by a pending proceeding, action, or
investigation or otherwise disqualified under local law. The Institution/Principal
Investigator certifies that it/he/she will immediately notify the Sponsor in writing if any
such debarment, exclusion, or disqualification occurs, or if any such debarment, exclusion,
or disqualification proceeding, action, or investigation is commenced or, to the
Institution/Principal Investigator's knowledge, is threatened, with respect to any such
person or to the Principal Investigator him/herself. The Sponsor certifies that it is neither
debarred by the FDAunder 21 U.S.C.§ 335a or otherwise disqualified under federal or state
law and that it will not use any persons that are either debarred by the FDAunder 21 U.S.C.
§ 335a or otherwise disqualified under federal or state law to assist the Sponsor in
conducting the Study.

9.3 Fair Market Value.Each party represents that the compensation provided
under this Agreement represents the fair market value of the activities performed by the
Institution, has been negotiated in an arm's-length transaction, and has not been determined
in any manner with regard to any implicit or explicit agreement to provide favorable
procurement decisions with regard to the Sponsor's products, or to the value or volume of
any business or referrals generated between the parties.

9.4 NoCharge.The Institution/Principal Investigator covenants that it will not
charge any Study Subject or any third party for (i) the Investigational Drug, or (ii) any items
or services that are funded by the Sponsor under this Agreement or that are provided
without charge by the Sponsor for Study purposes.

9.5 Power and Authority. The Institution/Principal Investigator represents that
it has the requisite power and authority to cause all Study Staff to comply with the
Institution/Principal Investigator's obligations under this Agreement.

9.6 Institution/Principal Investigator Disclosures. The Institution/Principal
Investigator (a) shall provide to the Sponsor a completed and signed Site Information Form
and a curriculum vitae or other statement of qualifications showing the education, training,
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and experience that qualifies the Principal Investigator as an expert in the clinical
investigation of the Investigational Drug for the use under investigation; (b) shall cause,
before the commencement of the Study, during the course of the Study, and for up to one
year after the completion or termination of the Study, at the Sponsor's reasonable request,
the Principal Investigator and any sub-investigator to disclose to the Sponsor (and
afterwards to notify the Sponsor of any relevant changes to) any financial arrangement
between the Sponsor and any investigator (whether Principal Investigator or sub­
investigator, and including any spouse or dependent child thereot) as to which the value of
the compensation could be influenced by the outcome of the Study, any significant payments
of other sorts from the Sponsor, any proprietary interest in the Investigational Drug, or any
significant equity interest in the Sponsor held by the Principal Investigator or sub­
investigator, and including any spouse or dependent child thereof; and (c) shall comply, and
shall ensure that the Principal Investigator and any sub-investigator comply, with all
applicable disclosure requirements related to conflict of interest that are imposed by the
FDAor other regulatory or governmental authorities.

9.7 Inside Information. Institution and Principal Investigator understand that
the information provided by Sponsor in connection with the Study may be considered to be
material, nonpublic information that could affect the market price of the common stock of
Sponsor or possibly other companies when and if it is made public. Institution and/or
Principal Investigator and others associated with either or both of them in the conduct of the
Study may be viewed as "insiders" who have gained this material nonpublic information as
a result of participation in the Study. Therefore, the Principal Investigator agrees that neither
he/she nor any member of his/her immediate family (or other people sharing their
household) will buy or sell, or advise others to buy or sell, the common stock of Sponsor
during the pendency of the Study or as a result of the Study, at any time until the results of
the Study are publicly available. The Principal Investigator agrees that he/she will inform all
appropriate persons associated with the Study of this agreement and the terms and
conditions of this Section 9.7.

9.8 Anti-bribery.

(a) The parties acknowledge that the Sponsor and its representatives and
agents are bound by all applicable anti-corruption and anti-bribery laws and regulations,
including but not limited to, the United States Foreign Corrupt Practices Act (FCPA) and
United Kingdom Bribery Act Institution and Principal Investigator represent, warrant, and
covenant that they will not cause, and will direct Study Staff not to cause, Sponsor or its
representatives or agents to be in breach of their responsibilities through any act as
described in this Section.

(b) In performing the Study and/or services under this Agreement the
Institution, and Principal Investigator, (i) agree that it has not and shall not, and will direct
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their Study Staff not to, directly or indirectly, offer to make, promise, authorize or accept any
payment or anything of value, including bribes, gifts and/or donations to or from any public
official, regulatory authorities or anyone else for the improper purpose of influencing,
inducing or rewarding any act, omission or decision in order to secure an improper
advantage, including to obtain or retain business, and (ii) shall comply with all applicable
anti-corruption and anti-bribery laws and regulations, including but not limited to, the India
Prevention of Corruption Act, 1988. The Institution or Principal Investigator shall notify the
Sponsor or its representatives or agents immediately upon becoming aware of any breach
under this Section.

(c) For the purpose of ensuring compliance with applicable anti-bribery laws
and regulations, Institution agrees that Sponsor or its representatives or agents shall have
the right to conduct an investigation or audit of the Institution during the term of this
Agreement to monitor compliance with the terms of this Section. The Institution shall
cooperate fully with such investigation or audit, the timing of which shall be at the sole
discretion of the Sponsor.

9.9 Data Protection. In providing the services, Institution shall comply, (and shall
cause Principal Investigator and Study Staff to comply,) with all applicable data protection
laws related to information that identifies or can be used to identify, contact or precisely
locate the individual person to whom such information pertains from which identification of
or contact information for an individual person can be derived ("Personal Information")
including by:

(a) processing and using Personal Information solely for the purpose of
complying with their obligations or exercising their rights under this Agreement or
applicable data protection laws;

(b) taking all reasonable steps to ensure that Personal Information is
protected from unauthorized or unlawful processing or accidental destruction; and

(c) ensuring that Personal Information is not transferred outside the country
where the Personal Information originated without the other party's prior written consent
or without complying with the applicable data protection laws with respect to any such
transfer.

10. TERMANDTERMINATION.

10.1 Term. This Agreement shall take effect on the Effective Date and shall
continue until six (6) months after the earlier of (a) the date on which the Study is completed
and final clinical research data are provided by the Institution/Principal Investigator to
Sponsor; or (b) the date on which the Study is terminated as provided for herein.

Version Date 11 Jan 2022
Tripartite contract_Sponsor-Institution- Principal Investigator _Ex-US
Protocol Number: R3918-MG-2018
PI Name: Arvind N. Prabhu
Site Number: 356004

2274355 R3918-MG-2018 IND 356004 (SA Prabhu English 202211281.0
15



IN WITNESS WHEREOF, the parties have executed this Agreement as of the Effective Date.

Parexel International Clinical Research
Private Limited
on behalf of
Regeneron Pharmaceuticals, Inc

By: t:
Name:lahanar>::

Title: Vice President. FSP Biometrics.
India
Date:

Principalln~

Name: Dr.Arvind N. Prabhu. Associate
Professor and Unit Head. Neurology
Department

Date:
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Manipal Center for Clinical Research

By:

Name: Dr. Satish Rao. B. S.

Title: Director

Date:
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Exhibit A

Protocol

(Provided under separate cover)
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• CRO address listed above
• Date of Supply
• Appropriate supporting documentation [i.e, third-party invoices, receipts).

Invoices and associated documentation should be de-identified of patient personal
information (e.g. name, date of birth, initials, etc.) prior to being submitted to CRO.

Where the payee is GSTregistered then payment will not be made by CROwithout
receipt of a valid GST invoice. In addition to the above invoice requirements, GST
registered payees must also include the following information:

• GSTregistration number of the supplier (payee), prefixed with their country
code (if applicable); and
• Name, address and GSTregistration number of the customer (CRO);and
• GST,Net & Gross Amount (if applicable); and
• GSTRate (if applicable)

Invoices, which exclude any of the designated information above, may result in
delayed payments.

Final Invoices: Payee must provide the final invoice to Sponsor within sixty (60) days
of Study site closure. Sponsor is not liable for payment of invoices sent after such time.

K PROTOCOL VIOLATIONS: Sponsor retains the absolute right to deny payment or
offset against sums due hereunder for a payment previously due for a Study Subject
when a Protocol Violation has occurred.

L. PAYMENTS: The following Payee is legally eligible and capable to receive
compensation related to his/her performance under this Agreement.

All payments will be made to the Payee listed in the table below.

PAYEE INFORMATION
Payable To Manipal Academy of Higher Education

Manipal Academy of Higher Education, Manipal.edu,
Payee Mailing Address Madhav Nagar, Manipal-576104, Karnataka, India.
Attention Dr.Arvind N.Prabhu
Phone 08202922050
Email Uss.research@manipal.edu
Bank Name State Bank of India
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Bank Branch Name Manip_albranch
Bank Branch Address State Bank of India, Madhuvan Serai, Ground Floor,

Near Smrithi Bhavan, Tiger Circle, Manipal,
Karnataka-576104, India.

Bank Type S B account
Bank ABARouting
Number N/A
Bank Account Name State Bank of India
Bank Account Number 37983533287
IFSC/ Swift Code SBINOOO4426
TaxID (GST
Registratiol!)_ 29AAETM8695BlZ4
NPI N/A
Company Email
Contact for Credit
Remittance Advice SbL04426@sbLco.in

In the event that payee details are modified during the course of the study, the parties
agree that no amendments to this Agreement shall be required, provided that
Institution provides written notification to CROwith revised payee details to the
following e-mail addresslnvestigatorPaymentHelpDesk@PAREXEL.com. CRO will
attempt to independently verify banking information changes to ensure they are
valid. If Institution does not respond to these verification attempts, CROwill modify
the banking information as per the email but accepts no liability for incorrect payee
details provided by the Institution, its representative or any other third party. Any
payments that are fraudulently misdirected will not be re-paid.

Version Date 11 Jan 2022
Tripartite contract_Sponsor-lnstitution-Principal Investigator _Ex-US
Protocol Number: R3918-MG-2018
PI Name: Arvind N. Prabhu
Site Number: 356004

2274355 R3918-MG-2018 IND 356004 CSAPrabhu English 202211281.0
27



Exhibit B- Attachment B-1

standard
Rs 1,267,455.80

Conditional Overall
Rs 742,361.00 Rs 2,009,816.80

Overhead
Percent 30%

Location: India

Currency; Rupees
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Non Procedu .... Spon ... rQty OH S_Cost PU-G fU,1 PU-2 fU-3

IRT (dispense for dosing) 21

Physician's Fees without Exam Costs - Per VIsit 31 5,995.00 5,995.00 5,995.00 5,995.00
Study Coordinator/Data Entry Fee - Per Visit 31 5,574.00 5,574.00 5,574.00 5,574.00
Patient Diary Collection, Monitoring, Review, and Dispense 7
- Per Visit
Patient Diary Instruction - Per Visit

13

2

Non Procedures SUb Total (Its) Its 11.569.00 Its 11.569.00 Rs 11.569,00 Rs 11,569.00

Overh_d (se_ costs) 300/0 Its 5,376.00 Rs5,447.10 Rs5,376.oo Rs6,729.30

Total CostPer Visit withOverhead(Rs) Rs 23,298.00 Rs 23,604.10 Rs 23,29&.00 Rs 29,160.30
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Invoiceable nan.Per Patient
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..

Site Costs SponsOrQty Total Selected Cost wlo Selected Cost Notes/Comment
OH w/OH 5

Study Start-Up Fee/Site Set-Up Fee 1 55,000.00 55,000.00 55,000.00 One time site
~ment

Log and Rle Serious Adverse Event (SAE) Reports/Forms: One time site
per Incident 1 5,000.00 5,000.00 payment per each

W caseReconsent, Infonned consent perfonned again with the
1 1,465.00 1,465.00 One time sitesame_£atient Ipayment

Phannacy: Set-Up Fee 1 20,000.00 ~OiiJQ().99 20,000.00 one time site
~t

Document Storage, Archiving Total Cost 1 75,000.00 ·75,000.00 75,000.00 One time site
Ipayment

l.Maximum quantity payable per site is the total quantity multiplied by the number of
subjects actually enrolled.

2.The parties agree that they will discuss any units that exceed the cap in good faith.
leveraging the EDCdata. All agreed upon changes must be included in a contract amendment

3. For time points where only Study Coordinator time is referenced _it is expected that the
Study Coordinator will complete all needed data entry.

4. In OLTP.patients in monotherapy (Q12W) will receive five (5) IP administrations.

5. In OLTP, patients in combination therapy (Q4W) will receive seventeen (17)IP
administrations.
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