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YENEPOYA

(DEEMED TO BE UNIVERSITY)
Recognized under Sec 3(A) of the UGC Act 1956
Accredited by NAAC with ‘A’ Grade

3.2.1 Grants for research projects/clinical trials sponsored by the non-governmental sources such as

industry, corporate houses, international bodies, endowments, professional associations,

endowment-Chairs etc. in the Institution during the year.

non-government organizations

E-copies of the grant award letters for research projects sponsored by

Sl. | Name of the research projects/clinical research Fundina Agenc Page
No. | projects g Agency Number
1. Effectiveness of oral moisturizers in xerostomia Indian Association 03
among institualized Type Il diabetic patients - A of Public Health
Randomized controlled trial Dentistry
2. Double slot bracket design; its innovating design KCK Dental Pvt. 04
allows incorporating two different arch wires for Ltd
correction of dental malocclusion
3. A case —control study on the evaluation of Indian Association 05 - 06
cardiovascular morbidity in psoriasis. of Dermatologists,
Venereologists and
Leprosy
4. Nutrition and tuberculosis: Center for Nutrition Letz Dream 07
Studies Foundation
5. Effect of corticosteroids in the pathophysiology of Indian Association 08 - 10
dermatophytosis and antifungal susceptibility testing | of Dermatologists,
of isolates from patients with steroid modified tinea Venereologists and
leprologists
6. A randomized double-blind, placebo-controlled, Novartis 11-46
multicenter trial assessing the impact of lipoprotein Healthcare Private
(@) lowering with TQJ230 on major cardiovascular Limited, Mumbai
events in patients with established cardiovascular
disease
7. Multicenter, Randomised, Double blind, Parallel, Axis Clinical trials, | 47 -62

Phase 111 Global Study to Assess the Efficacy and
Safety of BPO1 (Bevacizumab) when compared to
Avastin®-EU in Combination with Carboplatin and
Paclitaxel during Induction phase and Bevacizumab
alone during the Maintenance phase in patients with
newly diagnosed or recurrent Stage I11B/IV Non
Squam- ous (ns) Non-Small Cell Lung Cancer
(NSCLC)

Hyderabad




8. Measuring tumor-specific genetic alterations in Strand Life Science | 6370
cerebrospinal fluid (CSF) as a biomarker of tumor burden Private Limited,
in malignant brain tumor patients Bangalore

9. A prospective , Interventional, Open label, ICBio Clinical 71-82
Randomized, Parallel Group, Multi-centric, Research Pvt Ltd,
Comparative Clinical Study to Evaluate the efficacy Bangalore
and safety of test drug, Potassium Chloride (K-Lyte)
600mg Immediate Release Tablet in comparison to
reference drug, Potassium Chloride (Klor-Con)600
mg Extended Release Tablet in the treatment of the
patients with Hypokalemia

10. | A Randomized, Double Blind, Multicentric, Parallel- | Alkem 83-93
group, Phase 11 Clinical Trial to evaluate the Efficacy | Laboratories
& Safety of 5% Spironolactone Topical Cream versus | Limited, Mumbai
Placebo in Patients with Acne Vulgaris.

11. | Assingle- centre, open label study to establish the Remidio 94 -102
efficacy of mechanical ventilation device (RespirAID | Innovative
R20) designed for the purpose of providing breathing | Solutions Pvt Ltd,
support for those patients who face difficulty in Bangalore &
breathing. Biodesign

Innovation Labs
Pvt. Ltd, Bangalore




INDIAN ASSOCIATION OF
PUBLIC HEALTH DENTISTRY

REGISTERED UNDER THE REGISTER OF SOCIETIES, BANGLORE, N0.777/93-94

Award Certificate

This is to certify that_Dr. Krishnaprakash.G Postgraduate student of
Yenepova Dental College.Mangalore has been awarded IAPHD FINANCIAL
ASSISTANCE under PG research category under the guidance of Dr.Praveen
Jodalli for the research project entitled “Effectiveness Of Oral Moisturizers
in Xerostomia in Institutionalized Type Il Diabetes Patients - A Randomised
Controlled Trial.

\)@ [ ot TN

Dr. Pushpanjali K ;ﬁl‘ Dr. Vamsi Krishna Reddy.L

DTV

President ' Secretary
éﬁga; /7
G %“is

ATTESTED

o
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Dr.Gangadhara Somayaji K.8.

Registrar

Yenepova(Deemed {o be Universi
Univer‘sity Road, De?a?lanlzggQSItY)
Mangalore- 575 018, Karnataka
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| KCK Dental Pvt.Ltd.

2nd Floor, 11/532, PX Commercial Compiex,

Red Cross Road, Calicut-673032, Kerala (INDIA)

Tel ; +91 495 4050896, 6577558, Mob: +91 9072666319,
Email: equipments@kckdentals.com, Web : www.kckdentais.com

r Dr. S

As per our discussion | am forwarding the proposal,

KODEN DUPLOST is a double slot bracket design; its innovating design allews incorporating two different
arch wires [0.018 and 0.022) for correction of dental malocclusion.

We offer this treatment to young and oid,

Qur Alm is to make beautiful smiles with better accuracy

The cost is INR 5500 per patient kit.

As you are doing thesis on this appliance we are happy to provide you the bracket set free of cost.
We will be providing you bracket sets for 10 patients with the total coming up to INR 55000/-.

Once the thesis is completed, you have to share the details of your sy’ to us and we shall use it in our
presentation with due acknowledgement to you.

Looking forward to support you

For KCK Dental PW |
L |
& i Ry . st

A TED

Dr.Gangadharg Somayaji K.S
Yenenoua egistrar ’
epoyz(Deemed to he Universitu).

dirersity Koﬁad, Ueralakatte °°

Mangal
Sl e
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,.Qn_;"’.t derm ymch <derm@yenepoya.edu.in>
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Fwd: IADVL Postgraduate Thesis Grant 2020
Z messages

Vedanth L <laddhavedant48@gmail.com> Wed, Nav 10, 2021 at 11:03 AM
To: derm ymch <derm@yenepoya.edu.in>

Thanking You and Regards
Dr.Vedant Laddha
Postgraduate

Department of Dermatology
Yenepoya Medical College
Mangalore 575018
Mob-89922947201
Whatsapp-7020061451

—ememmeee FOTWarded message ~-—-----

From: IADVL. Academy <academy@iadvl.org>

Date: Wed, 7 Apr 2021, 19:31

Subject: Re: IADVL Postgraduate Thesis Grant 2020

To: iadvl pgthesisgrant <iadvipgthesisgrant@agmail.com>
Cc: Vedanth L <laddhavedantd8@gmail.com>

Please refer to the email below.
The documents are complete and the first instalment will be transferred when the two conditions in the trailing email
are mef. '

" IADVL Academy

On Thu, Mar 11, 2021 at 7:21 PM IADVL Academy <academy@iadvl.org> wrote:
Dear Dr Vedanth L,
Thank you for sending the required documents in ancther email.
Kindly use this thread for all future communication related to the grant.
Hence, do send all documents as attachment in response to this email.
As mentioned at the end of point 2 above, do keep your guide in the loop for all communications related to this
grant.

Best wishes
Dr Dipankar De
Convener, IADVL Academy

On Mon, Feb 22, 2021 at 1:52 PM iadvl pgthesisgrant <iadvipgthesisgrant@gmail.com> wrote:
Dear Dr Vedant Laddha

We are pleased to inform you that your thesis titled A Case-control study on the evaluation of
cardiovascular morbidity in Psoriasis guided by Dr Malcolm Pinto has been selected for PG thesis
grant 2020. Kindly go through the following instructions and send the required documents for further

processing.
1. Budget sanctioned is Rs 30000. |As mentioned in the announcement, this could € Gily to
cover costs incurred for consumables, private laboratory investigations and ¢ encies as

mentioned in your final revised protocol. No remittance for instrumenty,Cpatiéntedlowarides.

manpower requirement, shall be permitted. Please note if any change in the'fimd/réqui
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different heads is required, you will have to take approval of the Academy stating (with proof) the

reasons thereof.

2. In a single email- please send final complete protocol with all scanned signed undertaking
{undertaking signed by you, your guide and all co-guides that the proposed thesis is their original
study plan and there are no conflicts of interest. State other sources for financial assistance, if any, for
the same); ethical clearance certificate and CTRI registration proof. Please note that the funds (1st
instalment) shall be disbursed only after a copy of these have been received by us. It is mandatory to

keep your guide in the loop for every communication pertaining to the grant.
3. The grant will be directly remitted to you with intimation to your guide.

4. Fifty percent of the sanctioned grant shall be released when we receive all documents, and 50%
after completion and submission of report with copy of bills (counter-signed by guide), utilization

certificate and synopsis of thesis. It is imperative that all bills have to be counter-signed by the guide.

5. Please also note that in case the completion report is not submitted, the pending amount of 50%
shall not be released. And the guide will have to submit report in lieu of post graduate in case the
post graduate fails to do so. If the latter is not done, the guide will not be cligible to apply for the

thesis grant again.

6.Publication of the thesis as a research paper is mandatory and should be sent for publication within
1.5 years after thesis completion. Please note the certificate will be disbursed only after proof of

submission is sent.

7. The grant rules mandate, that If you are unable to complete the thesis, the post graduate has to
refund the 50% amount. This is the liability of the postgraduate alone.

8.If the postgraduate fails to refund the grant money in case of non-completion of thesis a penalty
shall be levied when he/she applies for becoming a life member of the IADVL association.

9. To increase the scope of the grant, the Guide will not be eligible for 3 years after receiving the

grant.

10. Please send in a mail confirming your acceptance of the grant and furnish Bank details: Name of
the bank, Account No, Name of account holder, Branch address, IFSC code and send them
along with required documents (as stated in point 2 above) to iadvipgthesisgrant@gmail.

com and academy(@iadvl.org.

Please feel free to «contact us for any clarification at iadvipgthesisgrant@gmail.

com and academy@iadvl.org.

Congratulations for getting the grant.

Dr Sumit Sen

Postgraduates Activities Coordinator

4
ar. ETr .'..Je
2rg- PV ENY 075, ;

rala

aid
wdiinataka
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® Foundation

®®®® bream to Change
01.02.2021
Dr.Gangadhara Somayaji K.S LDF/2021/Yenepoya/01
Registrar,
Yenepoya (Deemed to be University)
Deralakatte, Mangalore-575018
Subject — Grant approval for project — Nutrition and Tuberculosis: Center for Nutrition
Studies activities in Karnataka and Jharkhand.
Dear Sir,
We are in receipt of your proposal for project titled ‘Nutrition and Tuberculosis: Center for
Nutrition Studies’ activities in Karnataka and Jharkhand’ vide document dated15/01/2021.
We note that the applicants for this project are Dr Anurag Bhargava, Professor, Dept of
Medicine, Yenepoya Medical College, Mangaluru and Head, Center for Nutrition Studies,
Yenepoya (Deemed to be University) and Dr Madhavi, Assistant Professor, Dept of
Community Medicine, Deputy Head, Center for Nutrition Studies, Yenepoya (Deemed to
be University), Mangaluru, Karnataka-575018.
After going through the project proposal thoroughly, we are happy to support the
budget of INR 40,00,000/- through a grant towards the extension of food support to
severely undernourished patients in the RATIONS trial in Jharkhand as well as other
mentioned activities in the area of Tuberculosis and Nutrition in Karnataka and
Jharkhand.
The total grant amount will be paid in 4 equal instaiments of INR 10,00,000 per month
beginning February 2021.
We would appreciate receiving, from your end, an annual statement of expenditure and
activities approved by the competent authorities of the University.
| IO
7 )
P
\AM j
O
(Vaishali Samanta) s
Chzef Operating Officer %ETED
Letz Dream Foundation | " DrGangachars Somysi s
Yenepoy amngﬁgﬁ i ,m
R ———————— ———————— Jversity Road, Derala iniversiy)
1_,;a!ore 875 018 Kamataka
Tel. No. +91-8800169632 | Website: www.letzdream.org | n LetzDream | rrEj] LetzDreamFoundation | __"‘.3 letz_dream
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Fwd: Fw: IADVL Glowderma Research Grant 2020_provisionally selected proposals - igac@yenepoya.edu.in - Yenepoya University Mail 5

From: IADVL Research Grants <iadviresearchgrants@gmail.com>
Sent: Wednesday, October 14, 2020 9:22 AM

To: sunil dogra <sundogra@hotmail.com>; manjunath shenoy <manjunath576117@yahoo.co.in>; renmadhu08@gmail.com <renmadhu08@gmail.com>; shital poojary
<spoojary2004@gmail.com>; drshyamanta@gmail.com <drshyamanta@gmail.com>

Cc: Academy IADVL <academy@iadvl.org>

Subject: IADVL Glowderma Research Grant 2020_provisionally selected proposals

Dear Dr. Sunil Dogra, Dr. Shivaprakash M, Dr. Tarun Narang, Dr. Manjunath Shenoy, Dr. R Madhu, Dr. Shital Poojary, Dr. Shymanta Barua

We are pleased to inform you that your proposal has been provisionally selected for IADVL Glowderma Research Grant 2020 as detailed below.

Project title- Effect of corticosteroids in the pathophysiology of dermatophytosis and antifungal susceptibility testing of isolates from patients with
steroid modified tinea

Provisionally Approved Budget: INR. 6,72,000/-

Tenure of the project- 12 months (as per proposal of the applicant). The tenure will start from the date of release of the first instalment of the grant.
We extend our congratulations to you and your co-investigators for the selection of your project.

Kindly send us a zipped folder with all of your documents (Form 1, Form 2, incorporating final changes suggested (Budgetary details), separate detailed
budget sheet with detailed break up-including approximate price of kits/ reagents etc & budget allocated for each participating centre, and
investigators undertaking in the attached format.

If you have got the undertaking in the previous format already signed by your Institution head, you need to send the undertaking in the previous
format signed by all investigators and the institution head, in addition to the last two points in the revised format signed by all the investigators only. If

the undertaking is not yet signed by the institution head, kindly get all the signatures in the new format that is attached herewith.- (pending for your
application)

In addition to these documents, to enable us disbursal of funds, kindly send us a copy of the Institute Ethics Committee approval (of all centers, in case
of multicentric studies), CTRI registration number, and the bank account details where the funds should be transferred, along with a signed and
scanned voucher (attached). Where trial insurance is required, we need the trial insurance certificate before disbursal of the first instalment of the
grant.

Kindly acknowledge the receipt of this mail and send your response mail with all required documents to iadviresearchgrants@gmail.
com and academy@iadvl.org . The successful applicants get 6 months to send required documents from the date o r%ggg%f[ of this mail.

Al g
=0 .0.D.

Profess
Department of DI st matology) - thara Somavaii K.S
. ; e 3 ad ayajl \.o.
Sincere regards, Yenepoya Madical College Dr.Cang:.u{ggé?s?%rrn yajl
T vrA-"F.'“ “.'.-.-::”“N* € ame J i 'S.
https://mail.google.com/mail/u/1#inbox/FMfcgzGmvLMGHdcGJVRKRzgwepd VMR G Y & “eGed 10 e .mauy) Yenepoya(Deemed to be Univer ity) 15

_ L : University Road, Deralakatie
Naralabotte '—:Y:Liiga}g-ed U@B india f'.ﬂ':\nn:ﬂr\ray. :\7!: N2 Karnataka
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Fwd: Fw: IADVL Glowderma Research Grant 2020 _prbvisionally selected proposals - igac@yenepoya.edu.in - Yenepoya University Mail
Dr. Raghunatha S/ Dr Santoshdev P Rathod

IADVL Research Grant Coordinators

Dr. Deepika Pandhi
Chairperson, IADVL Academy

Professor
Department im'
Yenepoya | ical
Yenepoya {Darv
Deralakatie, M

Dr Dipankar De
Convener, IADVL Academy

r & H.0.D.
L {Dermatology)
College
" it University)
om0 /b 018, India

N~
\v \.:1\_’

https://mail.google.com/mail/u/1/#inbox/FMfcgzGmvLMGHdcGJVRKRzgwcpdVDMpn
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Dr.Gangadhara Somayaji K. S.
Registrar

Yenepoya(Deemed to be Lmversuy)

niversity Road, Deralakatte
i‘vgaxgxex 575 018, Karnataka
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SIG Recalcitrant dermatophytosis scientific project proposal submitted to IADVL

Academy for intramural grant

Investigators:

1. Dr Sunil Dogra (Principal investigator),

Department of Dermatology, Venereology and Leprosy, Mail: sundogra@hotmail.com

2. Dr Shivaprakash M Rudramurthy (Co-investigator),

Department of Midical Microbiology (Mycology), Mail: mrshivaprakash@gmail.com
3. Dr Tarun Narang ( Sub-investigator)

Department of Dermatology, Venereology and Leprosy,

i Postgraduate Institute of Medical Education and Research, Chandigarh. India

(Lead Centre)

4. Dr Manjunath Shenoy M, (Sub-investigator)

Department of Dermatology, Venereology and Leprosy, Yenepoya Medical College,

Deralakatte, Mangalore. Mail: manjunath576117@yahoo.co.in

5. Dr Madhu R, (Sub-investigator)

Department of Dermatology, Venereology and Leprosy, Madras Medical College,
Chennai, India.Mail: renmadhu08@gmail.com

6. Dr Shital A Poojary, (Sub-investigator)

Department of Dermatology, Venereology and Leprosy, KJ Somaiya Medical College,
Sion, Mumbai.Mail: spoojary2004@gmail.com

7. Dr ShyamantaBarua, (Sub-investigator)

Department of Dermatology, Venereology and Leprosy, Assam Medical College,

Dibrugarh.Mail: drshyamanta@gmail.com

rofe rgj\v\g’ﬁ D. e
Depari?':?ff)s:w‘ Sf { “ T \iho‘OQV) %
(ol wi LU=

sollege

ova Meg s SO =
Yenepay s =7 . iiniversity) Dr.Gangadhara Somayajl K.5.
Ye“epoy‘- 18 U-‘B h‘d‘a Yener \'\\lqle be Uni V‘"Slfy)

Qevalakaue, Weat. l niversit ty Road, Deralakatte
1galore- 575 018, Karnataka
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DocuSign Envelope ID: 3FD78D86-CFBB-4266-91FB-5F5DF02B283C

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”) is entered intoas of [__ 20_] ("Effective Date™)
between Novartis Healthcare Private Limited, a company incorporated under the provisions of the
Companies Act, 1956, and having its registered office at Inspire BKC, Part of 601 & 701, Bandra Kurla
Complex, Bandra (East), Mumbai — 400 051, Maharashtra, India (hereinafter referred to as “Novartis”
which expression shall unless repugnant to meaning or context mean and include its successors and
assigns) of the FIRST PART,;

AND

Yenepoya Medical College Hospital , Constituent College of Yenepoya (Deemed to be University)
located University Road, at Deralakatte ,Mangalore-575018 (‘Institution”) Recognised under Sec3
(A) of the UCG Act,1956) and having its address at University Road, Mangalore- 575018 which
expression shall mean and include its successors and assigns of the SECOND PART;

AND

Dr. Prashanth R.M as clinical practitioner in the field of Cardiology Department of Yenepoya Medical
College Hospital, Constituent College of Yenepoya ( Deemed to be Universily) University Road,
Deralakatite Mangalore-575018 acting in the role of principal investigator (“Principal Investigator”)
which expression shall mean and include his/her heirs, executors, administrators and assigns of the
THIRD PART;

Novartis, Institution and Principal Investigator are hereinafter individually referred to as the “Party” and
jointly as the “Parties”. For the purposes of this Agreement, “Affiliate(s)” shall mean any entity which
directly or indirectly controls, is controlled by or is under common control of Novartis.

RECITALS:

WHEREAS, Novartis is to perform a clinical trial (hereinafter the “Trial) to evaluate the following
drug: TQJ230/ Pelacarsen (hereafter the “Trial Drug”) in accordance with a protocol entitled “A
randomized double-blind, placebo-conirolled, multicenier firial assessing the impaci of
lipoprotein(a) lowering with pelacarsen (TQJ230) on major cardiovascular eventis in patients with
eslablished cardiovascular disease and its poiential subsequent amendmenis” [Protocol No.
CTQJ230A12301] (hereinafter collectively the “Protocol”).

WHEREAS, the Institution and the Principal Investigator having each reviewed the Protocol for
the Trial and sufficient information regarding the Trial Drug to evaluate their interest in participating in
the Trial, wish to conduct in the Trial and assure that they have sufficient authority, competence and
experience in clinical trials, along with the necessary infrastructure and technical means to perform the
Trial,

WHEREAS the Principal Investigator is an employee of the Institution,

WHEREAS, the Parties wish to set forth certain legal and commercial terms and conditions under
which the Trial shall be conducted;

NOW THEREFORE, the Parties, in consideration of the above and the mutual promises set forth
below, agree as follows:

1. CONFORMANCE WITH LAW AND ACCEPTED PRACTICE
The Institution and Principal Investigator shall carry out the Trial in accordance with:

(a) the Protocol;

tion

(b) Good Clinical Practice (GCP) including the International Conference for H}ar} 0niz
A VIR i)

(ICH) GCP; “

DocuSigned by: —DocuSigned by:
Dees ( DPR

£ Sianer Name Dr K S G:Faa'l@‘emmsxgl_;rgmn» rr Drachanth DM Il cinnar Nama: eaiinum mathaw



DocuSign Envelope ID: 3FD78D86-CFBB-4266-91FB-5F5DF02B283C

the Declaration of Helsinki of the World Medical Association, "Ethical Principles for
Medical Research Involving Human Subjects";

any applicable direction received from a Regulatory Authority (like Drug Controller
General of India) or Ethics Committee with jurisdiction over the Trial;

any “Applicable Law(s)" being hereinafter defined as: all regional, federal, state, and
local directives, laws rules including but not limited to New Drugs and Clinical Trials Rules
2019, any data protection laws and rules relating to the privacy, security, confidentiality
and/or integrity of Personal Data that are applicable to the operations, services or
products of Institution, Principal Investigator and Novartis, regulations, orders, published
guidelines, operating procedures applicable to the Trial and/or the Parties including but
not limited to, legislation applicable to clinical studies, the Parties, medical treatment,
disclosures of transfers of value and the processing of personal and medical data;

Comply with all guidelines provided to it by Novartis from time to time including but not
limited to the Applicable Anti-Corruption Legislations (as set out in Annex 3) and Novartis
Professional Practice Policy.

and all written instructions given by Novartis.

all, as amended from time to time.

The Institution shall ensure that the Principal Investigator and the Institution’s employees and
other persons involved in the Trial will 1) adhere to all Applicable Laws, 2) comply with all
obligations set forth in this Agreement, 3) fully understand and adhere to the Protocol.

2 PROTOCOL

2.1

o)
N

2.3

2.4

A copy of the Pratocol has previously been furnished to the Institution and the Principal
Investigator and receipt thereof is hereby acknowledged by the Institution and the
Principal Investigator. The Parties agree that the Protocol, including any subsequent
amendments and the Annexes form an integral part of this Agreement.

Institution and Principal Investigator shall perform the Trial in accordance with the
Protacol, all Applicable Laws, the identified timelines and the terms and conditions of
this Agreement. Institution and Principal Investigator shall not start the Trial without prior
approval of the appropriate Ethics Committee and/or Regulatory Authority.

Novartis may at any time amend the Protocol by written notice to Principal Investigator
and Institution. Such amendments, whether or not substantial, may require the approval
of the Ethics Committee and/or the Regulatory Authority before implementation.

No financial adjustments shall be made due to such amendments unless the Parties
hereto amend this Agreement accordingly.

3. APPROVALS

The Trial shall not start until:

(a)

(b)

(©

4. TERM OF THIS AGREEMENT

4.1

all the necessary approvals of the relevant Regulatory Authority and the competent Ethics
Committee have been obtained in writing by the Principal Investigator/or Novattis.
Relevant approvals from the Ethics Committees shall be forwarded to Novartis as they
are obtained;

the written approval of relevant authority or organisation that owns or is responsible for
the administration of the facility in which the Trial is to be performed has been obtained if
such authority or organisation is not the Institution.

the Informed Consent Form as defined in Section 5.3 (d)provided by Novartis, has been
approved by the Principal Investigator and/or, as applicable, by the Ethics Committee.

DocuSigned by: DocuSigned by:
Dkes DPR

) sianer Name: Dr. K.S GP&P@@M}_&APW.A- Ae Drachanth b B 1 i
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4.2 The following provisions shall survive the termination or expiry of this Agreement:
Section 11 (Intellectual Property), Section 13 (Publication), Section 14 (Confidentiality)
and Section 15 (Data Privacy), as well as any other provisions which by their terms are
understood to survive the termination or expiry of this Agreement, including compliance
with Applicable Laws.

The Institution shall not be able to replace the Principal Investigator with another Principal
Investigator without the prior written consent of Novartis. The Institution shall inform Novartis in
writing within five (5) business days if the Principal Investigator is unable or unwilling to continue
to perform its duties as Principal Investigator and shall provide reasonable assistance in finding
a replacement acceptable to Novartis. Enrolment of new trial subjects (hereinafter “Trial
Subjects”), shall be put on hold until the new Principal Investigator has been appointed. The
Institution acknowledges that Novartis will continue to make payments for Trial Subjects already
enrolled by the prior Principal Investigator, but shall not make payments for new Trial Subjects.

During the selection process of the new Principal Investigator, Novartis shall agree immediately
with the Institution to appoint an ad interim Principal Investigator in order to continue to perform
the Trial Subjects visits according to Protocol.

If a replacement is unable to be found within thirty (30) days after notification, Novartis may
terminate this Agreement. If the Principal Investigator ceases to be affiliated with the Institution,
Novartis shall have the right to transfer the conduct of the Trial from the Institution to the Principal
Investigator's new practice, and the Institution agrees to fully cooperate with Novartis and the
Principal Investigator in the transition of such responsibilities, including assisting with the transfer
of any subject medical records.

5. PERFORMANCE OF THE TRIAL

Principal Investigator shall be responsible for the performance of the Trial, in particular for the
following:

The Principal Investigator may appoint individuals and investigational staff as they may deem
appropriate as sub-investigator (the “Sub-Investigators”) to assist in the conduct of the Trial,
(collectively “ the Trial Staff”).

All Sub-investigators and investigational staff will be adequately qualified, timely appointed and
an updated list will be maintained by the Principal Investigator. Principal Investigator shall be
responsible for leading such team of Sub-Investigators and investigational staff, who, in all
respects, shall be bound by the same terms and conditions as the Principal Investigator under
this Agreement. The Principal Investigator shall provide Novartis with an up-to-date sighed CV
of him/her and of all key investigational staff members as well as all other relevant document
establishing qualification, experience. He/ She shall document and oversee the duties delegated
to the staff, ensuring only qualified and trained staff members are involved in the Trial. The
Principal Investigator shall be responsible for the conduct of the Trial in its entirety and for the
rights, safety and well-being of the Trial Subjects.

5.1 Trial Site

The Trial shall be conducted at the premises of Institution: Yenepoya Medical College Hospiial
(hereinafter the “Trial Site").

5.2 Use of Trial Drug:

Novartis shall provide the Trial Drug in sufficient quantity to conduct the Trial. For purposes of
this Agreement only, the Trial Drug shall be supplied to Institution free of charge. In all events,
the Trial Drug shall remain the sole property of Novartis.

The Principal Investigator shall

(a) ensure the safe receipt, handling, storage, use and administration of the Trial Drug and
take all reasonable measures to ensure that it is kept secure, in agreement with GCP,
the Protocol and any applicable guidelines;

(b) make a written declaration revealing whether or not the Principal Investigator has any
possible economic or other interests in connection with the conduct of the Trial and the
Trial Drug and — if so —what his/her interests are and shall submit such written declaration
to Novartis.

(c) not permit Trial Drug to be used for any purpose other than the conduct of them
compliance with the Protocol;
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5.3

(d) shall not make the Trial Drug available to any third party other than as specified in the
Protocol without Novartis’ prior written consent;

(e) keep full and accurate records of who dispenses the Trial Drug, the quantity dispensed,
and the quantity returned which shall be available for review and /or collection by Novartis
and/or designated monitor entrusted with the oversight of the Trial(“Novartis Monitor”) at
any scheduled monitoring visit;

(f) cooperate with the Novartis Monitors and observe the instructions given by them;

(g) upon any earlier expiration aor termination of this Agreement, at Novartis's expense, return
any remaining quantities of the Trial Drugs to Novartis.

Trial Subject consent and entry into Trial:
Before entering a Trial Subject into the Trial, the Principal Investigator shall:

(a) Exercise independent medical judgement as to the qualification of each prospective Trial
Subject with the requirements of the Protocaol;

(b) advise Novartis of all instances in which, in the Principal Investigator's judgement, there
is any question as to any prospective Trial Subject's suitability for participation in the Trial,
and abide by Novartis's decision as to whether or not to enrol that Trial Subject;

(c) ensure that, before their participation in the Trial, the Trial Subject, and/or as the case
may be, her/his legal representative, are duly informed in language understandable to
them, about all aspects of the Trial that are relevant to them, including: (i) the purpose,
duration, nature, significance, implications, potential benefits and/or risks of the Trial; and
(i) the collection, processing, auditing, and monitoring of data (including personal data)
under this Agreement;

(d) ensure that, before his /her participation in the Trial, each Trial Subject and/or as the case
may be hetr/his legal representative has given his or her Informed Consent by signing a
consent form (“Informed Consent Form” or “ICF")in the form provided by Novartis, in
accordance with the Protocol and without the undue influence or coercion of any person
directly involved in the Trial, and in accordance with Applicable Laws.;

(e) ensure that a copy of the signed Informed Consent Form be provided to the Trial Subject,
and/or as the case may be, his/her legal representative;

(f) acknowledge that the use of the Informed CGonsent Form does not release the Principal
Investigator from his or her legal, regulatory and contractual obligations relating to
Informed Consent, and that it remains the Principal Investigator's responsibility to ensure
that those obligations are complied with; and

(g) comply with the procedures described in the Protocol in relation to that Trial Subject.
5.4  Trial Subject Recruitment

Principal Investigator has estimated that he/she can recruit the number of Trial Subjects as
specified in Annex 1. This target of recruitment can be increased only upon written agreement
of Novartis. In addition, Novartis may establish a threshold number of Trial Subjects and rate of
accrual of Trial Subjects (1 Subjects per month) to allow for appropriate monitoring of the Trial,
and will communicate this information to the Principal Investigator. The Principal Investigator
undertakes to comply with these limitations and conditions for further recruitment at the Trial Site
as required by Novartis.

Novartis will review the Trial Subjects recruitment on an on-going basis to ensure that the
enrolment continues at an acceptable rate. Novartis is empowered to discontinue the Trial at
Institution medical facilities in case of no or poor enrolment.

In a multicentre trial, Novartis reserves the right, at its sole discretion, to require Institution and
Principal Investigator to cease enrolment of Trial Subjects prior to enrolment of the targeted
number of Trial Subjects. Institution and Principal Investigator undertake to cease such
enrolment upon request of Novartis and further undertake not to seek any compensation thereof.

5.5  Recordkeeping

The Institution and the Principal Investigator shall perform the following recordkeeping land
reporting obligations in a timely fashion:
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(a) Preparation and maintenance of complete, accurately written and electronic records,
including accounts, notes, reports, Case Reports Forms, records of Trial Subject
identifications, medical notes, clinical observations, laboratory tests, and the receipt and
disposition of the Trial Drug and all supportive documentation and data for each Trial
Subject of this Trial (hereinafter “Records”);

(b) Preparation and maintenance of the Investigator Site File (hereinafter “the ISF”) and, in
particular, ongoing filing of all relevant Trial-related original documents in the ISF;

(c) Maintenance of a copy of all documents related to this Trial for the longer of at least a)
fifteen (15) years after the Trial is completed or discontinued by Novartis, b) or longer as
required by Applicable Laws. Maintenance of all documents and other Records generated
in the Trial in safe keeping for such period as is required by any applicable regulations,
and in any event for 15 years following termination of the Trial. If Novartis has any legal
reasons to wish to access the documents for a longer period than described above,
Novartis shall notify the Institution accordingly before the end of such period. In the event
of the insolvency or bankruptey of Institution, Institution agrees to promptly transmit all
copies of such records to Novartis in accordance with Novartis’ written instructions at
Novartis’ expense.

(d) Meet with a representative of Novartis to discuss the progress of the Trial; and notification
to Novartis immediately upon discovering any significant violations of the Protocol.

(e) Safely keeping the hospital records of Trial Subjects in a known and accessible location
during the period defined here-above.

(f) Make available all Records to Novartis, its nominee or Health Authorities promptly upon
request for monitoring and/or auditing purposes;

(g) Be responsible for making any necessary applications for registration under the data
protection legislation in connection with data obtained under this Agreement.

5.6 Reporting:

The Principal Investigator shall, and shall ensure that any co-investigator involved in the conduct
of the Trial shall, on reasonable notice

(a) Meet with a representative of Novartis to discuss the progress of the Ttial; and

(b) Make the hospital notes and Case Report Forms for each Trial Subject available for
source data verification or auditing purposes by representatives of Novartis and the
officers of any competent regulatory authority.

(c) In accordance with the procedure set out in the Protocol: Completion of a Case Report
Form for each Trial Subject; review and signing of each of the Case Report Forms to
ensure and confirm their accuracy and completeness, ensuring errors are corrected upon
identification; and prompt submission of the Case Report Forms to Novartis following
their completion,

(d) Cooperation with Novartis in all their efforts to monitor the Trial and to support Novartis
in all matters of data collection, verification and discrepancy resolution

(e) Immediately or at latest within two (2) days of the occurrence, inform Novartis upon
discovering any violations of the Protocol, or breaches or potential breaches of the
Appiicable Laws.

5.7 Reporting of Safety Information:

The Institution and the Principal Investigator shall notify Novartis of each Serious Adverse Event
encountered in the Clinical Trial within twenty-four (24) hours of becoming aware of it in
accordance with the instructions set forth in the Protocol. Each such notice shall be given
whether or not notification was initially given by telephone. This Section shall apply to both the
original copy of each Serious Adverse Event Report form and the telefax confirmation sheet
reflecting its transmission to Novattis.

The Institution and the Principal Investigator shall also ensure that any person involv}a“
conduct of the Trial shall:

DocuSigned by: —DocuSigned by: DocuSigned 5y:
| Dkes DPR U

s
&)  sianer Name: Dr.K.S G%}@%mﬂl&qun- Ar Dmchanth D3 BT Qinnar Mama: cntimin ma thaw



DocuSign Envelope ID: 3FD78D86-CFBB-4266-91FB-5F5DF02B283C

(a) Immediately and not later than within 24 hours report to Novartis according to the
procedure set out in the Protocol, any new safety findings on the Trial Drug, including
Serious Adverse Event or Serious Adverse Reaction affecting or which could have an
impact on the safety of the Trial Subject or which could result in a re-assessment of the
risk-benefit ratio of the Trial Drug. The Principal Investigator shall follow up such
immediate reports and provide the additional information in a detailed, written manner to
Novartis in accordance with the Protocol;

(b) Report to Novartis all Adverse Events (refer definition of adverse event as per current
ICH E6 guidelines for Good Clinical Practice and/or as mentioned in the Protocol)in
accordance with the trial Protocol, applicable trial procedures for safety data reporting;

(c) Cooperate with and supply any further information required by Novartis and/or any
relevant Ethics Committee or Regulatory Authority with jurisdiction over the Trial; and

(d) Report to Novartis any emergency that requires to that requires to unblind the patient in
the event of double-blind studies and to document and notify Novartis of the date and
reason for the emergency situation.

These reporting obligations shall survive expiration or earlier termination of the Agreement.

During the Trial Novartis shall further report the adverse events to the competent Regulatory
Authorities, in accordance with the current Applicable Laws. Novartis will furthermore provide the
Principal Investigator with safety-related information from other investigational sites in order to
inform the ethics committees IRB/IEC, as required.

After completion of the Trial and evaluation of the results, Novartis will inform the Principal

Investigator about relevant safety-related findings in accordance with the guidelines and Trial
procedures.

5.8 Items supplied by Novartis
Novartis shall provide directly or indirectly the Principal Investigator and/or the Institution with all
necessary information, documents, study equipments (as set out in Annexure 1)and materials,
including but not limited to:
(a) the Investigator Brochure (IB)
(b) the Protocol,
(c) the CRF/e-CRF

(d) The Trial Drug

6. LIABILITY-INDEMNIFICATION

Novartis shall assume responsibility for injuries to third parties caused in the course of carrying
out the Trial according to the Applicable Laws, this Agreement and the Protocol, provided that:

(a) The Institution, the Principal Investigator, the Institution’s employees and collaborators
(hereinafter collectively “the Indemnitees” or each an “Indemnitee”) shall have been free
of wrongful conduct or omission, negligence, and wilful misconduct in the conduct of the
Trial and in their obligations under this Agreement and the Protocol, and shall not have
failed to follow the instructions or recommendations of Novatrtis;

(b) The Indemnitee refrains from making any admission of liability or any attempt to settle
any claim without Novartis' consent;

(c) The Trial Drug causing the injury was given by the Principal Investigator in accordance
with the Protocol;

(d) an adequate causal relationship is proven between the use of the Trial Drug and the
appearance of injury; \

(but in any case, within ten (10) days after the Indemnitee shall have received notice
thereof); B
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(s)
(h)

The Indemnitee provide such information and assistance to Novartis in connection with
such claim as is reasonably requested by Novartis and its representatives;

Novartis is permitted to handle and control such claim in its sole discretion.

An Indemnitee seeking indemnification shall take all reasonable steps to mitigate the
amount of any claim for indemnification; and

The indemnity will not inure to the benefit of any Indemnitee’s insuret, by subrogation or
otherwise. The provisions of this Section constitute the Indemnitees' sole and exclusive
remedy against Novartis in respect of all claims.

7. INSURANCE

The Institution warrants that it has appropriate and adequate professional indemnity insurance
to cover claims or damages for which it shall be liable under this Agreement. The Institution shall
provide evidence of its insurance upon request by Novartis. The Institution confirms that the
Principal Investigator has appropriate medical liability insurance.

Novartis warrants that it has insurance for the Trial Subjects included in the Trial in place at Trial
start as per the Applicable Laws.

8. COMPENSATION

8.1

8.2

8.3

8.4

8.5

8.6

8.7

In consideration for the Institution's satisfactory performance of the Trial according to
this Agreement and the Protocol, the Institution and Investigator agrees to Payment
Schedule attached hereto as Annex 1.

Novartis reserves the right to terminate the Agreement immediately if no Trial Subjects
have been recruited at the Trial Site within 90 days after the Site Initiation Visit (SIV).

Fees for the Trial Subjects not completing the Trial will be paid to the Institution on a
prorated basis according to the number of completed Trial assessment as per Protocol.
All payment will be made for subject visits according to the Payment Schedule referred
in Annex 1. Reimbursement for expenses related to screening failures will be made
according to the Payment Schedule in Annex 1.

The Institution shall send the invoices to:

Novartis Healthcare Private Limited
GDO Trial Monitoring, India

6 & 7 floor, Inspire BKC, G Block,

BKC Main Road,

Bandra Kurla Complex , Bandra (East),
Mumbai — 400051

Each invoice shall specify the Trial Code. Novartis shall make payments into the
account indicated by the Institution within 60 (sixty) days of receipt of an invoice from
the Institution.

Novartis shall give its prior express written approval regarding any additional costs or
expenses not foreseen in the Payment Schedule or Annex 1. Any costs or expenses
incurred without this prior written approval shall be borne by the Institution.

Each Party represents and warrants to the others that the payment of the fees related
to the conduct of the Trial (including payments to subcontractors, consultants, or other
agents working on behalf of the Institution/the Principal Investigator or as part of the
Institution's and/or Principal Investigator's services to Novartis, as applicable) (i)
represents the fair market value for the conduct of the Trial, (i) has not been determined
in any manner that takes into account the volume or value of any_referrals,
reimbursements or business between the Institution and/or the Principal*jnvestigatan
and Novartis, and (iii) is not offered or provided, in whole or in part, with intent of,
directly or indirectly, implicitly or explicitly, influencing or encouraging th
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purchase, prescribe, refer, sell, arrange for the purchase or sale, or recommend
favorable formulary placement of a Novartis product or as a reward for past behaviour.

9. EQUIPMENT

9.1 If necessary and based upon Novartis’ assessment of Institution existing equipment,
Novartis may provide equipment (the “Equipment”) to the Institution and/or Investigator
as detailed in Annex 1. The Equipment shall remain the sole and exclusive property of
Novartis. It shall be used exclusively by the Institution, the Investigator and/or the
designated Trial Staff: The Equipment shall only be used for the conduct of the Trial in
accordance with the Protocol, Novartis instructions and until the Trial is completed or
discontinued.

9.2  If Novartis, or its designee, provides the Institution and/or Investigator with Equipment
for the purpose of this Trial, the Institution and Investigator agree that neither Novartis
nor its designee shall be responsible to (i) insure the Equipment against any damages
caused to or by the Equipment, and (i) do the maintenance of the Equipment during the
term of the Trial. The Institution and/or Investigator agree that the Equipment shall
remain in the same condition during the Trial, with the exception of ordinary
depreciation.

9.3  During the term of the Trial, Institution and/or Investigator shall be responsible for
immediately notifying Novartis of any malfunctioning Equipment.

9.4  Following completion of the Trial or upon discontinuation of the Trial for any reason, the
Institution and/or Investigator, as the case may be, shall return the Equipment to
Novartis or alternatively, in the event the Equipment remains with the Institution and/or
Investigator, the cost of such Equipment will be deducted from the last payment(s) to
be made to either the Institution or Investigator, as the case may be.

10. TERMINATION

(a) Termination by Novartis. Novartis, in its sole discretion, shall have the right to terminate
with immediate effect the conduct of the Trial at any time and give hotice to the Institution
accordingly. Upon receipt of the notice to terminate the Trial, the Institution and the
Principal Investigator shall immediately take all reasonable steps to cease conduct of the
Trial at the Institution as soon as reasonably possible and to protect the wellbeing of Trial
Subjects.

(b) Termination by the Institution. The Institution shall have the right to terminate the conduct
of the Trial upon a thirty (30) days prior written notice if hecessary, to protect the wellbeing
of Trial Subjects.

(c) Termination due to unavailability of the Principal Investigator. In addition, either Party
may terminate this Agreement with immediate effect by written notice to the respective
other Party if the Principal Investigator is no longer available or terminates his or her
relationship with the Institution, and a suitable replacement cannot, after reasonable
efforts by the Institution, be found that is agreeable to Novartis as described in Section 5.

(d) Termination for Breach etc. Either Party may terminate this Agreement with immediate
effect by written notice to the other in the event that (i) the other Party commits a material
breach of this Agreement which (if remediable) is not remedied within thirty (30) days of
a written notice from the non-defaulting party; or (i) the other party becomes insolvent.

Any violation of the good clinical practices, the Applicable Anti-Corruption Legislations
(as set out in Annex 3), or data protection provisions under the Applicable Laws shall be
deemed to be a material breach of this Agreement.

(e) Respective Obligations in the Event of Early Termination. In the event that the conduct
of the Trial at the Institution is terminated prior to its completion other than by Novartis
under Section 10 Novartis shall pay to the Institution the remuneration detailed in this
Agreement for the milestones which have been duly achieved to the date of termination
and all non-cancellable expenses previously approved by Novartis. In the event of early
termination for any reason, the Institution shall provide all such assistance as Novartis
shall reasonably require in order to ensure an efficient handover of the conduct of the
Trial to a third party and with due regard for the welfare of the Trial Subjects.

(f) Return of Documents and Material. Upon termination of this Agreement foﬁ??ﬁé’a‘éﬁé‘ﬁ D
the Institution shall and shall procure that the Principal Investigator shall retur %o(artis
all documents, Trial results and material used, generated or refe_rred»torin the course of
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11.

12.

13.

the Trial, and the Institution and the Principal Investigator hereby irrevocably waive any
ownership interest or intellectual rights worthy of protection of any of the above.

The Agreement shall be terminated in writing by registered mail with acknowledgement of
receipt. The termination of this Agreement by e-mail communication shall be excluded.

INTELLECTUAL PROPERTY

11.1

All data, information and documents provided to the Institution and/or Principal
Investigator by or on behalf of Novartis, whether in paper, oral, electronic or other form,
shall remain the sole property of Novartis.

All data, information, documents, inventions and discoveries, resulting from or
developed in the performance of the Trial or this Agreement shall be the sole property
of Novartis and may be used and/or transferred by Novartis in its sole discretion to any
of its Affiliate or such third parties with no further payment or other obligation to the
Institution and/or Principal Investigator. The Institution and/or Principal Investigator shall
have no rights whatsoever therein

The Institution also agrees to, and to cause its employees and collaborators and the
Principal Investigator to, execute promptly all documents and take all such other action
as may reasonably be requested by Novartis to permit Novartis to obtain the benefit of
its rights under this Agreement. This includes without limitation taking all necessary
steps for the transfer of ownership of all data, information, documents, inventions and
discoveries to Novartis in accordance with this Agreement, and assisting Novartis in the
preparation and prosecution of patent applications. The Institution shall be solely
responsible for all payments due to the Principal Investigator and/or the Institution’s
employees and/or collaborators according to the applicable law for any inventions
transferred to Novartis. The fees under Section 8 and Annex 1shall be deemed to
include consideration for such payments by the Institution.

TAXES AND SOCIAL SECURITY CONTRIBUTIONS

[t shall be the Institution’s responsibility to comply with all obligations in respect of taxes and
social security contributions, if applicable, which relate to the subject matter of this Agreement,
including without limitation those, which relate to the Principal Investigator, the Institution and its
employees and/or collaborators.

PUBLICATION

13.1

13.2

13.3

Novartis recognizes the Institution’s interest in making publications and presentations
relating to the Trial in journals, at meetings or otherwise, and Novartis shall therefore
permit such publications and presentations, provided however that the Institution shall
provide to Novartis any proposed presentation (oral or written) at least 15 (fifteen)
working days and any other proposed publication at least 45 (forty-five) working days,
for its review prior to being disclosed or submitted to anyone who is not employed by
the Institution and not under an obligation of non-disclosure and non-use at least
substantially identical to that imposed on the Principal Investigator by this Agreement,
and provided that Novartis shall have the right to require amendments to any such
proposed presentation or publication on reasonable grounds including without limitation:

to ensure the accuracy of the presentation or publication;

to ensure that proprietary or confidential information is not inadvertently divulged,
to enable intellectual property rights to be secured,;

to enable relevant supplementary information to be provided.

The list of persons to be designated as primary or secondary author of any publication
relating to the Trial shall be determined by mutual agreement.

Novartis may require any proposed publication or presentation to be delayed for up to
4 (four) months to enable a patent application to be prepared and filed. The 4 (four)
month period shall commence on the date of receipt of the proposed publication or
presentation, or from the date when all relevant data from the Trial areymade avai

to Novartis, whichever is later. e
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13.4

13.5

13.6

13.7

13.8

If the Trial is a multi-centre trial, the first publication of data shall be based on
consolidated data from all centres analysed according to the Protocol, unless otherwise
agreed in writing by all the Principal Investigators involved in the Trial and by Novartis.

Any such publication or disclosure must comply with all Applicable Laws and must be
limited to scientific findings. Such publications or disclosures must, in particular, not
constitute promotion under the Applicable Laws.

Subject to any copyright rights owned by the applicable publisher, Novartis and its
agents may use, refer to and disseminate reprints of scientific, medical and other
published articles which disclose the name of the Institution and/or the Principal
Investigator.

Novartis and its agents may use the Institution and the Principal Investigator contact
details and Trial status in Trial specific newsletters and on the worldwide web for the
purpose of conducting this Trial. Newsletters may be distributed to all participating sites
and postings to the worldwide web are for the purpose of providing information to
potential Trial Subjects regarding the Trial giving them the ability to contact participating
sites.

Neither the Institution nor the Principal Investigator shall disclose the existence of this
Agreement or its association with Novartis, or use the name of Novartis or its agents in
any press release, article or other method of communication, without the express prior
written approval of the party whose name is the subject of the potential disclosure.
Provided, however, that in order for the Institution to satisfy its reporting cbligations,
they may identify Novartis as the Trial sponsor and disclose the amount of funding
received for the Trial, but it shall not include in any such report any information that
identifies any product by name or the therapeutic area(s) involved in the Trial, except
as otherwise required by the Applicable Laws. The Institution, the Principal Investigator
and investigational staff shall not use the name of Novartis or its agents or any
information that identifies the Trial Drug or Trial in any social media.

14. CONFIDENTIALITY

14.1

14.2

14.3

14.4

All information and data, trade secrets, privileged records and other confidential or
proprietary information (including but not limited to the Protocol, CRFs and information
on password-protected Novartis websites) disclosed to or collected or developed by the
Institution, the Principal Investigator and/or the Institution’'s employees and/or
collaborators in connection with this Agreement or the Trial (collectively “Information*)
shall be treated as confidential. The Institution agrees not to disclose to any third parties
or to use any Information for any purpose other than the performance of the Trial. The
Institution shall ensure that the Principal Investigator and the Institution’s employees
and collaborators are bound by confidentiality obligations not less strict than those set
out herein prior to receiving any Information.

All email communication with Novartis, especially those involving trial related
information should happen via secure ‘Institutional email Ids'. Exceptions (i.e. use of
non-institutional email Ids), if any, must be discussed with Novartis and a secure
communication solution, as mutually agreed and in line with Novartis' security
standards, is implemented.

Upon termination or expiry of this Agreement, the Institution shall destroy or return to
Novartis, as per Novartis' request, all documents, samples and material containing or
relating to Information, except for one copy of Information which is to be retained in the
confidential files of the Institution for record purposes only. If requested by Novartis,
such destruction shall be promptly confirmed in writing by the Institution to Novartis.

The confidentiality obligations set out above shall not apply to:

Information which is, at the time of disclosure, in the public domain or thereafter becomes
part of the public domain otherwise than by the act or omission of the Institution, the
Principal Investigator, or the Institution’s employees and/or collaborators;

Information that the Institution can demonstrate by written evidence was in its possession
prior to its disclosure by Novartis or that said Information, its collection o on did not
occur during or in connection with the Trial; EQTE
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(c) Information which the Institution received from any third party not engaged in the activities
which are the subject of this Agreement, where such information is not subject to an
obligation of confidentiality in favour of Novartis or any of its affiliates.

15. DATAPRIVACY

15.1 Provisions on the collection and processing of data by the Institution and the
Principal Investigator.

(a) The collection and processing of Research Data (meaning any data, including personal
data concerning the Trial Subjects(such as gender, age, health status, etc) and the Trial Staff
shall be performed in compliance with this Agreement and as indicated in the Protocol, the
Informed Consent Form and any written instructions issued by Novartis. Research Data
collected by the Institution in the Case Report Form shall be processed by the Institution only
for the purpose of the performance of this Agreement. However, the Institution may use the
data collected in the course of the Trial for the Trial Subject’s treatment purposes.

(b) Processing of Research Data shall be performed by the Principal Investigator, Trial Staff
and other authorized persons on the need to know basis. The Institution shall be responsible
for managing access to the Research Data provided the details in the Institution’s possession
or control.

(c) The Institution shall ensure Trial Staff processing Research Data have appropriate skills
and training to handle personal data and maintain its confidentiality.

(d) Research Data must be kept confidential. It shall not be disclosed or transferred to any
third party without prior written approval of Novartis. In case such disclosure includes
personal data, the third party receiving the data must have a valid ground under Applicable
Law to receive and process such data. Research Data may be disclosed where required by
Applicable Law or when requested by a data protection authority.

(e) The Institution shall implement appropriate administrative, technical and physical security
measures to protect personal data using current industry best practices taking into
caonsideration the state of the art of applicable technologies.

(f) The Institution shall comply with any instructions regarding the coding of Research Data
issued at any time by Novartis in accordance with Applicable Laws and best practice.

(g) The Institution shall maintain procedures to detect and respond to a personal data breach,
as defined under Applicable Law, including breach of security leading to the accidental or
unlawful destruction, loss, alteration, unauthorised disclosure of, or access to, personal data
transmitted, stored or otherwise processed. The Institution shall notify Novartis of any
personal data breach, related to the processing of the Research Data, without undue delay,
but no later than twenty-four (24) hours of discovery of such breach. The Institution and
Novartis shall reasonably cooperate to remediate a personal data breach and liaise with each
other before reporting a personal data breach to the relevant authority.

15.2 Information to Data Subjects. The Institution and the Principal Investigator shall
provide Trial Subjects, in accordance with the Applicable Laws, with an Informed Gonsent to
participate in the Trial approved by the sponsor Novartis and the relevant Ethics Committee.
Such Informed Consent shall be signed prior to Trial Subject's participation in the Trial. The
Institution and/or the Principal Investigator shall timely inform Novartis when a Subject
withdraws consent or opposes the use of his/her personal data, as per Applicable Law. The
parties agree to collaborate in the context of Trial Subjects’ individual requests.

15.3 Trial Staff Personal Data. Prior to and during the course of the Trial, the Principal
Investigator and Trial Staff may be required to provide personal data which falls within the
scope of the Applicable Laws and/or is needed for the implementation of the Agreement. The
Institution and the Principal Investigator agree to inform Trial Staff that their personal data
will be processed by Novattis and are responsible for sharing an appropriate privacy notice
with such staff members following the framework attached as Annex 5.

15.4 Transfer of data. Novartis may transfer personal data to other affiliates of the
Novartis group of companles and their respectlve agents worldwide. Novartis ang 1t afflllages
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Applicable Laws, for example to report serious adverse events and comply with drug safety
laws and regulations.

15.5 Retention of data.  Personal data will be kept only for the period necessary to fulfil the
purposes of the collection unless a longer retention period is required or permitted by
Applicable Laws.

16. NOTICES

Any notice given in connection with this Agreement shall, unless otherwise provided herein, be
in writing and shall be delivered personally, or sent by registered mail or facsimile to the address
given in this Agreement.

17.  ASSIGNMENT

Neither Party may assign its rights and obligations under this Agreement without the other Party's
prior written consent, except that Novartis may (a) assign its rights and obligations under this
Agreement or any part hereof to one or more of its Affiliates; or (b) assign this Agreement in its
entirety to a successor to all or substantially all of its business or assets to which this Agreement
relates. Any permitted assignee will assume all obligations of its assignor under this Agreement
(or related to the assigned portion in case of a partial assignment). Any attempted assignment
in contravention of the foregoing will be void. Subject to the terms of this Agreement, this
Agreement will be binding upon and inure to the benefit of the Parties and their respective
successors and permitted assigns.

18. SUBCONTRACTING

The Institution shall not retain any subcontractor to perform any of its obligations under this
Agreement without the prior written consent of Novartis. Any such consent shall not relieve the
Institution of its obligations hereunder.

Whenever a subcontractor is appointed and approved by Novartis, the Principal Investigator shall
be responsible for the oversight of the subcontractor’'s personnel as part of the Trial Staff.

19. SEVERABILITY

The invalidity or unenforceability of any term or provision of this Agreement shall not affect the
validity or enforceability of any other term or provision hereof.

20. WAIVER

No waiver of any term, provision or condition of this Agreement whether by conduct or otherwise
in any one or more instances shall be deemed to be or construed as a further or continuing
waiver of any such term, provision or condition, or of any other term, provision or condition of
this Agreement.

21. ENTIRE AGREEMENT

This Agreement (including the Protocol) represents the entire understanding between the Parties
with respect to the subject matter hereof. No amendment to this Agreement will be effective or
binding unless it is in writing signed by both parties and refers to this Agreement.

22. DEBARMENT OF INSTITUTION/PRINCIPAL INVESTIGATOR OR OTHER RESTRICTIONS
FROM THE COMPETENT AUTHORITIES

(a) Debarment. The Institution and the Principal Investigator certify that they are not
debarred or more generally under a prohibition under the relevant Applicable Laws to
perform their activities. They certify that they will not use in any capacity the services of
any person debarred (or otherwise under a prohibition to perform their activity) with
respect to services to be performed under this Agreement. During the term of this
Agreement and for three (3) years after its termination, the Institution and the Principal
Investigator will notify Novartis promptly if this certification needs to be amended in light
of new information. Principal Investigator also certifies that he/she does not have a
revoked or suspended medical license or applicable certification.

Clinical Research. The Institution and the Principal Investigator certify that they are not
the subject of any past or pending governmental or regulatory mvestlgatlon mqunry, yaji K.S
"d'
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its conduct of clinical research that has not been disclosed to Novartis. The Institution
and the Principal Investigator will notify Novartis promptly if it receives notice of or
becomes the subject of any Competent Authority Action regarding its compliance with
ethical, scientific, or regulatory standards for the conduct of clinical research, if the
Competent Authority Action relates to events or activities that occurred prior to or during
the period in which the Trial was conducted.

23. CONFLICT OF INTEREST AND FINANCIAL DISCLOSURE

23.1

o
w
o

The Institution and the Principal Investigator confirm that there is no conflict of interests
between the Parties that would inhibit or affect their performance of the work specified
in this Agreement. The Institution and the Principal Investigator further certify that they
will promptly inform Novartis in the event any conflict of interests arises during the
performance of this Agreement and certify that their performance hereunder does not
violate any other agreement they may have with any other third party.

As the case may be, the Institution and the Principal Investigator shall ensure that the
Principal Investigator and all Sub-Investigators involved in the Trial provide Novartis or
its designee with the appropriate financial disclosures required by the U.S. Food and
Drug Administration under 21 CFR Part 54, on such forms as Novartis or its designee
may supply or approve. During the term of this Agreement and one (1) year following
its expiration or earlier termination, the Institution and the Principal Investigator agree
to assist the Sponsor or its designee in obtaining updated forms.

24, TRANSPARENCY/DISCLOSURE

241

(a)

(b)

24.2

24.3

In all materials relating to Services intended for an external audience, Principal
Investigator shall disclose:

that Novartis has retained Principal Investigator for professional services in relation to the
conduct of the Trial; and

any other relationships that Novartis has with Principal Investigator which a reasonable
and ethical person would expect to be disclosed.

Both parties agree to make all other disclosures and/or notifications as may be required
in connection with entering into, performing, or receiving compensation under this
Agreement, and Principal Investigator shall follow all Applicable Laws in this respect,
including those relating to Principal Investigator's professional relationships with
decision-making authorities or bodies (if any), such as, for instance, recusal from any
votes, discussions or recommendations regarding investigational or marketed products
of Novartis, regardless of whether such are subject to the Services. In addition,
disclosures of transfers of value in accordance with national pharmaceutical industry
association codes to which Novartis is a party shall also apply.

It shall be assessed locally if the Provision 24.3 below is required and that it does not
contradict with Local Regulations on Data Privacy. The provisions shall be adapted as
needed to ensure consistency with Local Regulations on Data Privacy. This term is
mandatory for clinical studies that have sites in China as they have to be registered in
the “Drug Clinical Trial Registry", and this registration includes investigator's personal
data. Please inform clinicaltrial.cn@novartis.com if this term could not be included due
to Local Regulations on Data Privacy so that individual consent request could be
administered.

The Institution and Pringipal Investigator understand and agree that Novartis may be required to
disclose certain information to governmental agencies in different jurisdictions in order to comply
with local laws or pharmaceutical industry codes applicable to Novartis. The Institution and
Principal Investigator consent to the disclosure of certain information that otherwise may
constitute personal data in order to comply with laws regulating clinical trials, including but not
limited to the Institution’s and/or Principal Investigator's name, clinical trial Site contact
information, name of the clinical trial, sponsor, copy of the Agreement, and costs and fees
relating to Trial Site's activities performed under the Agreement. Novartis will provide upon
written request a list of any such disclosure made regarding the Institution and/or the Principal
Investigator.
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25.

26.

27.

AUDITS AND INSPECTIONS

()

()

(d)

Audit by Novartis and Records. The Institution shall grant access to its premises
periodically as frequently as required for the proper performance and oversight of the
Trial site in order to proceed with any and all monitoring activities required for the Trial.
In addition, the Institution shall permit Novartis and its agents, during normal business
hours and at mutually agreeable times, to inspect and make abstracts of records and
reports collected and generated by the Institution and the Principal Investigator in the
course of conducting the Trial and to inspect the facilities at which the Trial is conducted
to verify compliance with this Agreement, the Protocol, Applicable Laws and the accuracy
of information provided in connection with the Trial. The Institution shall ensure that the
Principal Investigator and other relevant staff is available for Novartis and its agents
during an audit in order to discuss such records and reports and to resolve any questions
relating to such records and reports. At the request of Novartis or its agents, the Institution
and the Principal Investigator shall immediately correct any errors or omissions in such
records and repotrts.

Cooperation during Audit by Novartis. The Institution shall cooperate, and shall cause
the Principal Investigator and the staff to cooperate, with Novartis and its contractors and
agents in the event of any internal audits, upon reasonable notice and during normal
business hours. The Institution shall furthermore make available to Novartis and its
contractors and agents (for examination and duplication) all documentation, data and
information relating to the Trial. Trial Subject medical records will be made available
where appropriate for the purpose of saurce document verification procedures as part of
the audit. The Institution also shall make the Principal Investigator and staff available to
Novartis and its contractors and agents to explain and discuss such documentation, data
and information. For the avoidance of doubt audits shall be supported at no cost by the
Principal Investigator and investigational staff.

Inspection by Competent Authority. The Institution and the Principal Investigator
acknowledge that the Trial is subject to inspections by regulatory agencies worldwide,
and that such inspections may also occur after completion of the Trial. In the event the
Institution or the Principal Investigator receives notice that the Institution shall be the
subject of an investigation or audit by any competent authority or Ethics Committee, as
applicable, in relation to the Trial, it shall notify Novartis immediately within twenty four
(24) hours the latest and shall obtain approval for Novartis or its agents to be present at
the inspection or otherwise keep Novartis timely and constantly informed of the progress.
In the event the Institution or the Principal Investigator does not receive prior notice of
said inspection, it shall notify Novartis as soon as practicable after receiving knowledge
of said inspection. Institution shall provide Novartis with copies of any reports or
information issued by the authority and Institution's proposed and final response. The
Institution will promptly forward to Novartis copies of any inspection findings that the
Institution receives from a competent authority or Ethics Committee, as applicable, in
relation to the Trial. The Institution will provide Novartis with an opportunity to
prospectively review any Institution responses to competent authority inspections in
regard to the Trial.

The Institution, the Principal Investigator and the staff shall cooperate with the relevant
competent authorities or Ethics Committee, as applicable and comply with the legitimate
requirements of an inspection. This also includes the making available (for examination
and duplication) of documentation, data and information relating to the Trial. Subject
medical records shall be made available where required for source document verification
procedures as part of the inspection. The Institution also shall make the Principal
Investigator and other staff available to the relevant competent authority to explain and
discuss such documentation, data and information.

JURISDICTION AND APPLICABLE LAW

This Agreement shall be governed by and construed in accordance with the laws of India. The
Parties hereby submit to the exclusive jurisdiction of Mumbai, India, without restricting any right
of appeal.

PRECEDENCE

To the extent that there may be any inconsistency between this Agreement and the Protocol, the

Protocol shall take precedence in relation with trial procedures.
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IN WITNESS WHEREOF, the Parties intending to be bound have caused this Agreement to be executed
by their duly authorised representatives.

NOVARTIS HEAL‘EHCAReEvat Lid. YENEPOYA MEDICAL COLLEGE
ocuSigned by. HOSPITAL, YENEPOYA (DEEMED TO BE
By: ! —_—— UNIVERSITY) — Docusigned by:
U} signern th Gogpdliar :
Name: Saumya Maﬁgeuru E::;o?\a‘:r:g:rm tr?: document By Or. ks * Sm“f“}‘
| Signing Time: 31-Aug-2021 [ 06:34:08 GMT ') Signer Name: Dr. K.S Gangadhara Somayaji

Title: Gountry Tria-GEIeI6IFU5EERPS1377852A1 IEDName: Dr. K.S @3@7&}33& AV oatizs o

-Aug- :35: . . AF9CFODSEDF347E6B706AB224BBE0G4B
31-Aug-2021 | 06:35:38 GMT Title: Registrar

28-Aug-2021 | 05:16:35 GMT

Date:

Date:

PRINCIPAL INVESTIGATOR
DocuSigned by:
By: r Dr. Prashanth RM
th RM
Name : Dr. Era%ﬁﬁn:ﬁ?:]wewed this document

Signing Time: 26-Aug-2021 | 11:45:50 GMT
Title: Principat avEatgalinDaF9EIIBE26E3489E54

26-Aug-2021 | 11:47:54 GMT

Date :
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Annex1: Payment (and Equipment) Schedule

STUDY NUMBER: CTQJ230A12301

STUDY NAME: A RANDOMIZED DOUBLE-BLIND ,PLACEBO-CONTROLLED, MULTICENTER
TRIAL ASSESSING THE IMPACT OF LIPOPROTEIN (A) LOWERING WITH TGJ230 ON MAJOR
CARDIOVASCULAR EVENTS IN PATIENTS WITH ESTABLISHED CARDIOVASCULAR DISEASE

Investigator's Name: Dr. Prashanth R.M

Institute Name: Yenepoya Medical Collage Hospital, Constituent Collage of Yenepoya (Deemed to be
University)

Payee Name: Yenepoya (Deemed to be University)

Pan Card Number: AAATY1645F

GSTIN: 29AAATY1645F1ZC

Committed Number of Study Subjects:15

List of Equipments provided to Institution / Principal Investigator:

Thermohygrometer: To be retrieved post DBL

1. Payment shall be made directly by Novartis

2. Payments to the Institution shall be subject to the following:

e “Evaluable” subjects shall be all subjects correctly entered into the Trial in accordance with the Protocol,
i.e. those who satisfy all of the inclusion and exclusion criteria specified in the Protocol, commence the
dosing regimen and complete the Trial.

e The final payment will not be due and payable until the entirely and duly completed Case Report Forms
(CRFs) were sent to and have been accepted by Novartis and any potential queries have been resolved,;

e Pharmacy dispensing costs are not included in the “per subject costs” and will be paid additionally upon
receipt of a respective invoice along with supporting receipt.

e  The amount of payment due to the Institution/Investigator will be calculated in respect of each patient visit
according to the attached budget schedule.

e For patients who are not randomized into the study based on Screening results (Screen Failures)
Institution/Investigator will receive remuneration in the amount of a screening visit cost

= Any other third parties designated by the Institution/Investigator that would receive remuneration, will be
managed by & paid by the Institution/Investigator.

e The work performed by the hospital laboratory in addition to budget schedule shall be paid based on
actuals. It is the Investigators responsibility to liaise with the hospital laboratory and provide invoice along

with supporting receipt on a quarterly basis.

e The Ethics committee charge will also be paid via Novartis as per the EC SOP, and this cost is not included
in the budget schedule.

e Unscheduled visits covers subject visits that are not expressly set forth in the Study Schematic of the
Protocol but are otherwise required for the study. Medically necessary procedure, test performed during
unscheduled visits would be paid as per actual bills. Payment for unscheduled visits will be payable to the
institution within 60 days of receipt of original, itemized invoice by Novartis.

e All payments are based on actual patient visits.
e All values are in INR. All budget schedule payments are subject to TDS (subject to Government of India,
Tax regulations) and GST as applicable. GST will be paid on providing valid tax invoice with relevant

details mentioning GST registration number on it.

e Add provision of equipment terms E.g. leasing, Novartis own equipment lent or other ad hoc

e  Sponsor shall provide INR 20,000 as Study start up fees.
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e  Prior to site closeout, sponsor shall provide% INR 1,25,000 for archival of study {documents for 15 years.
Archival fees is applicable only when Site has at least 1 randomized subject.

1
s Sponsor shall provide CRC fees of{INR 10,000 per month [from Site initiation visit to Site Closeout visit.
This fee will not be applicable if Site is not able to randomize at least 2 Subjects before 31 December 2021

e Patient travel reimbursement of Rs.1500 per visit will be paid on submitting the related travel vouchers

e Appropriate Compensation for Serious Adverse Events will be paid to the Subjects or their nominees in
compliance to the applicable laws and guidelines

The Institution shall be solely responsible for the payment of any and all taxes or other charges that are
or may be levied. Unless expressly approved by Novartis prior to incurring the cost or expense, the
Institution shall be responsible for all costs and expenses incurred by it in conducting the Trial. This
includes, among other things, the payment of all investigational staff, including the Principal Investigator
[and fees for the pharmacy and labaratory tests].

Study Budget:
M-1D-
1
Screcaing | M3 | M20f M1 | ireatme et e s | M| M| e | M| M
Visic | to-l | -1 [ D30 | (B | odne | 1| 2 A oiiEeD
ptimiz
ation
Visit failuve
1200 | 70 | 70 | 900 | 70 | 70 | 800 | 70 | 100
Investigator Grant 15000 5000 5000 5000 5000 0 00 | 00 0 00 | 00 0 00 00
Institutional 21 | 21 | 270 | 21 | 21 | 240 | 21 | 300
Overhead (30%) 4500 1500 1500 1500 1500 3600 [ 00 | 00 0 00 | 00 0 00 0
Total Per Patient 1560 | 91 | 91 | 117 | 91 | 91 | 104 | 91 | 130
Visit 19500 6500 6500 6500 6500 0 00 | 00 00 00 | 00 Q0 00 | 00
! Stud Follo
MU | g | M2 | onag | M27 | g | M33 | | MBS | | MIS | e | Compler | w-Up
5 1 TC TC Tve TC p'e
on Visit TC
Visit
Investigatr]| 700 | 1000 | 700 | 1000 4000 1000 1000
orGrant| O 0 0 0 8000 4000 0 4000 8000 4000 0 12000 4000
Insttutio
al
Overhead| 210 310 | 3000 1200
(30%) 0 3000 0 2400 1200 3000 1200 2400 1200 3000 3600 1200
Total Per 1300
Padient | 910 | 1300 | 910 ‘0 5200 1040 1300 1040 1300
Visit [4] 0 0 0 5200 0 5200 [} 5200 0 15600 5200
Total Financial Break up for a completed patient Rs 2,74,300/- per patient (|For 28 patient visits)
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ANNEX 2: PRINCIPAL INVESTIGATOR — PERSONAL DATA DISCLOSURE FORM

1. You understand that Novartis may wish ta process your personal data for administrative and
commercial purposes for example in a database to be used for the organization of future clinical trials.
You further understand and agree that your personal data may if necessary for these purposes, be
transferred to third parties, including other companies related to Novartis in the form of a group and their
advisors and third party service providers, as well as to regulatory authorities and tax authorities, as
required by applicable law or relevant stock exchange rules.

You are not required to give your consent to the re-use of your personal data and your refusal may not
impact the conduct of the current Trial, just further communications.

2. Novartis wants to ask your permission to include certain elements of your personal data in a database
maintained by a third party. The GrantPlan database, which is maintained and provided to
pharmaceutical research sponsors by a company called TTC in the United States, is intended to assist
research sponsors with transparency relating to clinical trial expenses. The database is used to support
country specific forecasts for clinical trial costs and to provide benchmarking information in order to
achieve transparency and fairness in setting costs for performing clinical trials.

The information is entered into the database in such a way that it is not possible for anybody except the
personnel of TTC to view your name or link your site to a particular clinical trial or sponsor company.

In that regard, Novartis is asking for your permission to submit your name, clinical trial site contact
information, name of the clinical trial, sponsor, copy of the clinical trial agreement, and costs and fees
relating to your site’s retention, to a third party administrator of this database. This information will be
maintained in that database for five years.

You are not required to give consent to this disclosure in order to proceed with this clinical trial. However,
by doing so, you are helping to collect information on fair costs in clinical trials.

General terms of consent

| accept and agree that my personal data may be transferred to and processed in countries outside
India, including the United States of America, where the level of data protection may be lower than in
my country of origin. | have noted that Novartis will protect my data in this instance by entering into
specific data transfer agreements, as established by the applicable privacy regulations contracts.

I am aware of my rights to access, ask for a free copy and/or request modification or deletion of my data
as applicable by contacting Novartis’s Data Protection Officer at [generic email address]. | also
acknowledge my rights to lodge a complaint in front of the relevant Data Protection Authorities as
needed.

o Yes, | hereby agree that Novartis may use my personal data for the administrative and commercial
purposes described in Section 1 above..

o No, | do not give permission for Novartis to use my personal data for the administrative and
commercial purposes described in Section 1 above.

o Yes, | hereby agree that Novartis may disclose my personal data in connection with the GrantPlan
database.

o No, | do not give my permission to disclose my personal data in connection with the GrantPlan
database.

26-Aug-2021 | 11:47:54 GMT
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ANNEX 3

Applicable Anti-Corruption Legislation

The Institution, the Principal Investigator, the investigational staff and any other person contributing to
the Trial (the Trial Parties) shall at all times in the conduct of the Trial comply with the Bribery Act 2010
of the United Kingdom (BriberyAct), the Foreign Corrupt Practices Act 1977 of the United States of
America (FCPA), the Prevention of Corruption Act, 1988 and any other applicable anti-bribery and anti-
corruption legislation (together the Applicable Anti-Corruption Legislation).

It is the responsibility of the Trial Parties to ensure that they are familiar with, and comply with, the
provisions of the Applicable Anti-Corruption Legislation. Nevertheless, the following is intended as a
summary of the key principles underlying the Bribery Act and the FCPA.

(A)

(B)

(©)

(E)

(F)

(@)

The Trial Parties must at all times act with integrity and honesty and comply with the highest
ethical standards.

The Trial Parties must not make, give, or offer any payment, gift or other benefit or advantage to
any person for the purposes of:

(i) securing any improper advantage; or

(ii) inducing the recipient or another person to do or omit to do any act in violation of their
duties or responsibilities (or for the purposes of rewarding such conduct).

This restriction applies at all times and in all contexts. For the avoidance of any doubt, it applies
both to dealings with "public officials" and to dealings with employees and agents of commercial
enterprises.

Nevertheless, particular care must be exercised with dealings with public officials. The Trial
Parties must not make, give or offer any payment, gift or other benefit or advantage for the
purposes of influencing any act or decision of a public official (or inducing such official to use
their influence with another person, entity or government instrumentality or to affect or influence
any act or decision of such other person, entity or government instrumentality).

The term "Public Official' includes any person acting on behalf of any government department,
agency or instrumentality or any state-owned or controlled enterprise. By way of example, this
includes health care professionals employed by a state- or local municipality-run hospital or
clinic, and representatives of public international organizations.

The Trial Parties must not make, give or offer any payment, gift or other benefit or advantage to
any person whilst knowing or suspecting that all or a portion of such money, gift, benefit or
advantage will be used, whether directly or indirectly, in breach of (B) or (C) above.

The Trial Parties shall make and keep books, records, and accounts, which, in reasonable detail,
accurately and fairly reflect the transactions and dispositions of the assets of the Ttial Parties;

The Trial Parties shall devise and maintain a system of internal accounting controls sufficient to
provide reasonable assurances that —

(0 transactions are executed in accordance with management's general or specific
authorization;

(ii) transactions are recorded as necessary
Q) to permit preparation of financial statements in conformity with generally accepted

accounting principles or any other criteria applicable to such statements, and
(1 to maintain accountability for assets;

(iii) access to assets is permitted only in accordance with management's general or specific
authorization; and

(iv)  the recorded accountability for assets is compared with the existing assets at reasonable
intervals and appropriate action is taken with respect to any differences.
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ANNEX 4:NOVARTIS PROFESSIONAL PRACTICES POLICY
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ANNEX 5: Global Template - Privacy notice for clinical trial site personnel

[ 1

This privacy notice is addressed to:
e Clinical investigatars (principal investigator, sub-investigator or co-investigator);

e Other Site staff such as nurses, pharmacists or technicians, whose Personal Data may be processed in
the course of the clinical trial sponsored by Novartis.

You are receiving this Privacy Notice because Novartis Healthcare Pvt LTD (“Novartis*) will process information
about you, which constitutes “Personal Data.”

This privacy notice is provided to you to ensure transparency in relation to collection, use and disclosure of your
Personal Data by Novartis for purposes related to the conduct of clinical trials sponsored by Novartis Healthcare
Pvt LTD (“Novartis Clinical Trials") which are being carried at your Clinical Trial Site [(the “Site"). For the purposes
described in this Privacy Notice, Novartis is responsible for the processing of your Personal Data acting as a
“Controller”.

Collection of Personal Data

For the purposes described in this Privacy Notice, we may collect the following information about you including:

° name, identification number, address and other contact details,

° financial information (e.g. bank account number, financial interests in any of the Novartis group
companies),

° qualifications, publications and information contained in the CV you provide to us where necessary,

o previous experience in clinical trials within or outside of Novartis and type of the GCP training received,

° technical data related to your use of Novartis IT systems.

Purposes and legal basis for processing your Personal Data

Processing purpose Legal basis

1. to conduct Novartis Clinical Trials in Novartis’ legitimate interest to conduct clinical
accordance with good clinical practice trials to test potential treatments as well as
and applicable laws;

compliance with legal and regulatory
obligations;
2. to support applications for and to compliance with legal and regulatory

comply with the conditions of any obligations;
marketing approval granted in respect

of any medication studied under a

Novartis  Clinical Trial (“Study
Medication”)

3. to support applications to vary the Novartis’ legitimate interest to conduct clinical
terms of any marketing approval trials to test potential treatments;
granted in respect of a Study
Medication;

4. to carry out research related to the Novartis’ legitimate interest to conduct clinical
development of  pharmaceutical ftrials to test potential treatments;
products, diagnostics or medical aids
and improve clinical trial practice;

5. to comply with the US Financial Legitimate interest and compliance with legal

Disclosure regulation, which is
intended to ensure that financial
interests and arrangements of clinical
investigators that could affect the
reliability of data submitted to the
Federal Drug Administration of the

and regulatory obligations;
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U.S.A. (“FDA") are identified and
disclosed to the FDAT;

6. to ensure traceability and follow-up of compliance with legal and regulatory
drug safety notification. obligations.

If applicable to Novartis Clinical Trial, your Personal Data (name and contact information) may be incorporated in
subject recruitment advertisements (print media or on Internet). Any such advertisement would be approved by
the Ethical Committee before it is made public.

Sharing of Personal Data

In the course of our activities and for the purposes listed in this Privacy Notice, your Personal Data can be accessed
by, or transferred to the following categories of recipients, on a need to know basis to achieve such purposes:

° the sponsor of the Clinical Trial,

° our personnel (including personnel, departments or other companies of the Novartis group),

° our independent agents or brokers (if any),

e our suppliers and services providers that provide services and praducts to us,

o our partners in the context of consortia or industry initiatives,

o our IT systems providers, cloud service providers, database providers and consultants,

o our business partners who offer products or services jointly with us or with our subsidiaries or affiliates,

o any third party to whom we assign or novate any of our rights or obligations ,our advisors and external

lawyers in the context of the sale or transfer of any part of our business or its assets,
o national and/or international regulatory bodies or Ethics Committees.

The above third parties are obliged to protect the confidentiality and security of your Personal Data, in compliance
with applicable laws.

If we transfer your Personal Data to other jurisdictions, we will make sure to protect your Personal Data by (i)
applying the level of protection required under the local data protection/privacy laws applicable in the country of
destination, (i) acting in accordance with our policies and standards and, (iii) for entities located in the European
Economic Area (i.e. the EU Member States plus Iceland, Liechtenstein and Norway, the "EEA"), unless otherwise
specified, by transferring your Personal Data on the basis of standard contractual clauses approved by the
European Commission. You may request additional information in relation to international transfers of Personal
Data and obtain a copy of the adequate safeguard put in place by exercising your rights as described below.

For intra-group transfers of Personal Data, the Novartis group has adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by European law, in an effort to ensure effective levels of data protection
relating to transfers of Personal Data outside the EEA and Switzerland. Read more about the Novartis Binding
Corporate Rules at novartis.com/privacy-policy

Duration of storage

We will keep your Personal Data as long as needed for legal and regulatory requirements. Please note that we
are required to retain Clinical Trial Documentation for a minimum of 25 years.

What are your rights and how can you exercise them?

Under conditions provided by the law, you have a right to request a copy of the personal information we hold about
you. You may also object to its use or ask for it to be updated, restricted, deleted, or transferred to another
organisation. If you wish to contact us regarding our use of your Personal Data or you wish to exercise your data
privacy rights, you may send an email to < Pl email ID >.

If you are not satisfied with how we process your Personal Data, please address your request to our Data
Protection Officer at clobal.privacy off ovartis.com, who will investigate your concern. In any case, you also
have the right to file a complaint with a responsible supervisory authority, in addition to your rights above.

treatment or evaluation of research subjects in NOVARTIS Clinical Trials attected by this law, must disclose informaty
Novartis regarding their financial interests in companies belonging to the Novartis group as well as thoﬁc of their spous¢ and
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1 Introduction

Purnoce
Ul PUOC

Novartis’ vision is to be a trusted leader in changing the practice of medicine. Consistent with this vision,
Novartis is committed to the same high standard of ethical business conduct wherever it does business.
Novartis has therefore adopted a single set of ethical principles that should be applied in daily decision-

making by all Novartis Associates in any customer interaction and professional practice-related activity,

including those not specifically covered by this Policy or related decuments.

c

Scope and applicability

This Policy applies to all Novartis Associates as well as all professional practice-related activities
conducted by third parties on behalf of Novartis. All such activities must be conducted in accordance with
local laws, regulations and industry codes, which may be more stringent than the requirements outlined in

this Policy.

This Policy serves as the foundation for P3 Guidelines (“Guidelines") and local standard operating
procedures (“SOPs”) all of which provide additional requirements for expected behaviors. As a result, this
Policy should be read and applied in conjunction with the Guidelines and other references included in

o of this document.

This Policy is effective as of March 1, 2018 and must be implemented by all Novartis affiliates. It replaces
the existing versions of the divisional Professional Practices Policies.

The owner of this Professional Practices Policy (P3) is Group Integrity & Compliance
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2 Principles

Put patients first

All interactions with our customers must
ultimately benefit patients by enhancing the
standard of care, raising awareness about
diseases and their treatment options, or
otherwise contributing to the ethical delivery of
healthcare.

We will treat patient information with respect,
protect confidentiality, where required obtain
informed consent, and be transparent with
patients at all times.

We must protect patient safety. If an Asscciate
becomes aware of a product-related risk or
complaint (e.g., adverse event, manufacturing
defect or product failure) related to Novartis
products (approved or investigated) it must be
reported in a timely manner.

"2 Te |

Fund responsibly

External funding, including grants, donations and
sponsorships, must only be given to legitimate
organizations and provided in a way that protects
our reputation, aligns with society’s expectations,
and is consistent with the Novartis Mission to
discover new ways toc improve and extend
people's lives.

The same rules apply for external in kind support.

Act with clear intent

As trusted partners in healthcare, all of our
activities must have clear and transparent
objectives that are accurate, truthful, not
misleading, and appropriate for their intended
context.

Novartis may conduct prometional and non-
promotional activities throughout the product
lifecycle. These activities ensure that products
are developed o meet the needs of patients, to
advance scientific understanding of disease,
including disease management and treatment
outcomes, and to discuss the appropriate use of
products.

Non-promotional activities should never be
conducted in a way that are intended or
perceived to be promotional.

Page

E

Associates must not offer, approve, or provide
anything of value with the intent or consequence
of inappropriately influencing or rewarding our
customers for the use of Novartis products.

Novartis may choose to engage healthcare
professionals or other customers to provide
necessary and legitimate services to help us
research, develop, and/or promote our products.
Any compensation must be for a bona fide
service, consistent with fair market value,
properly documented and accounted for, and
disclosed where required.

Allowable items of value, when provided to
customers, must be modest, reasonabie,
infrequent, free from actual and perceived
conflicts of interest, and disclosed where
required.
Research for it reason

Research and development must only be
conducted to address valid medical or scientific
questions aimed at enhancing patient care. We
must always respect and protect the rights, safety
and well-being of patients and animals and
safeguard the integrity and validity of the data
obtained.

Research and development activities must follow
established ethical and scientific standards and
be conducted by qualified investigators.

Research and development activities must never
be promotional in nature.

Put
patients
first

Research Fund
for the right responsibly
reason
Engage Act with
appropriately clear intent
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3 Policy
3.1 Clinical Research

Novartis must conduct clinical research for the right reasons. Research must be conducted only if it is
scientifically valid and designed to answer relevant medical, scientific, or health economic questions. It
must follow the Novartis Position on Clinical Study Transparency and the Novartis Quality Manual.

Novartis Associates must always put patients first and protect their safety; if an Associate becomes
aware of an adverse event related to any study or product, he/she must report it according to Novartis
Global Adverse Event Reporting Standard.

Novartis supports the publication of study results in a timely manner and must not withhold or suppress
data. We must protect confidential and/or patentable information, and personal information. Where
required by local laws, regulations and/or industry codes, Novartis must disclose and report any payments
or transfer of value made to HCPs and/or their institutions for research studies and third party medical
writing support for publications. All publications must follow Novartis Guidelines for the Publication of
Results from Novartis-Sponsored Research.

3.2 Pricing and Market Access

Novartis may interact with individuals, including HCPs, involved in recommending or deciding product
reimbursement or purchase of Novartis products. However, these interactions must not interfere with
their independent judgment or be perceived as improperiy influencing them. Interactions may include
proactive discussions to understand the needs of governments, payers and public health organizations
(e.g., budgetary impact of new therapies) or responding to specific request for information (e.g., providing
economic data or pipeline information that is in the public domain). All such discussions must be truthful
and accurate. If these interactions are with public officials they may be subject to additional laws,
regulations and industry codes. Engagement of HCPs for professional services who are formulary
committee members must be disclosed according to local laws, regulations and industry codes. Discounts,
rebates and other payments must be accurately and appropriately recorded in our books and records.

3.3 Pre-Approval Communication and Scientific Exchange
Products must only be promoted consistent with approved labeling.

Novartis supports the right of the scientific community and the public to be informed concerning scientific
and medical progress. Therefore, where allowed by local laws, regulations and industry codes, Novartis
may exchange scientific information. This may include communications at scientific events, public
disclosure of information to investors/ shareholders, governments, reimbursement agencies or their agents
and public health organizations.

Novartis may receive unsolicited requests for information on unapproved drugs and indications (off-label)
from HCPs, patient organizations, and other stakeholders. Only the Medical function may provide such
information in response to these requests. Novartis Associates who receive unsolicited requests for off-
label information must forward such requests to the Medical function. The response provided by the
Medical function, including any materials, must be accurate, not misleading, not promotional in nature,
related solely to the subject matter of the request, and in compliance with local laws, regulations and
industry codes. The Medical function should maintain written documentation of unsolicited requests and
responses.

Novartis Medical Scientific Liaisons (MSLs) may interact with HCPs throughout the lifecycle of a product
for the purpose of exchanging scientific information. Interactions must not be promotional in any way, and
must have clear intent and transparent objectives.
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3.4 Promotional Interactions

Upon receipt of marketing authorization, Novartis may interact with customers, either directly or via a
third party, to promote Novartis products, related features, and benefits. All interactions must have clear
intent, transparent objectives, and must not interfere with the independence of customers.

Products must only be promoted consistent with approved iabeling, as approved by the local regulatory
authorities. Anyone promoting a Novartis product must be trained and have sufficient knowledge of the
product to provide full and accurate product information.

Any materials used for purposes of the interaction must be approved in accordance with the P3
Guideline on Promotional and Non-Promotional Materials and local laws, regulations and
industry codes.

3.5 Promotional Content

Novartis may produce and disseminate content (printed, electronically, and orally) to inform, educate, or
promote its products. All content must be accurate, fair, balanced, truthful and not misleading, based on
adequate substaniiation and consistent with the scope of the relevant product's marketing authorization.
Content must be reviewed, approved and updated, as required in accordance with the P3 Guideline on
Promotional and Non-Promotional Materials and local laws, regulations and industry codes.

3.6 Items of Medical Utility and Cultural Acknowledgements

Novartis must engage appropriately with all customers. Where permitted by local laws, regulations, and
industry codes, items of medical utility and cultural acknowledgements may be offered or provided to
HCPs if such items are modest, reasonable in value, offered on an occasional basis and according to the
P3 Guideline on Items of Medical Utility and Cultural Acknowledgements.

Gifts (including personal gifts) or promotional aids, whether branded or unbranded, must not be provided
to HCPs or their family members. This includes payments in cash or cash equivalents (such as gift
certificates). ltems made available to HCPs for use during Novartis meetings (such as pens and note
pads) must not include any Novartis product or company branding.

Novartis Associates must not use their own personal funds to provide gifts to HCPs.

3.7 Samples, Demonstration and Evaluation Devices

Where permitted by local laws, regulations, and industry codes, free samples of Novartis pharmaceutical
products may be provided to HCPs authorized to prescribe that product in order to enhance patient care
or provide experience with the product. Pharmaceutical samples must be permanently labeled as samples,
and managed with systems of control and accountability. They must never be resold or otherwise misused.

Over the counter (OTC) product samples may be distributed directly to customers where permitted by local
laws, regulations, and industry codes.

Demonstration and evaluation devices may be provided free of charge to an HCP or HCO for a limited and
agreed-upon duration. Devices provided must be labeled appropriately and must not be provided prior to
receipt of marketing authorization for their intended use in that market. Title to the device must remain with
Novartis for the entire duration of the evaluation and devices must not be stored at any HCP or HCO
facility when not under evaluation.

3.8 Events

Novartis may organize events or fund events organized by third parties throughout the product lifecycle
with the objective to provide scientific information or educate customers about our products or applicable
disease areas. All events must have clear objectives, be funded responsibly and aligned with Novartis’
mission, in a way that meets societal expectations. '
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Events must have clear purpose and be transparently conducted. If the purpose of the event is non-
promotional we must not use materials with brand colors and logos or any promotional content, and avoid
any perceptions of disguised promotion.

Common types of events organized or funded by Novartis are:
- Promotional speaker programs to educate HCPs on Novartis products or applicable disease areas.

- Scientific meetings to facilitate legitimate scientific debate, gain or provide scientific or medical
educational information

- Disease awareness programs to increase knowledge and education about diseases and their
management.

- Investigator meetings to initiate, update, or close-out Novartis sponsored or supported studies. Such
meetings must be managed in accordance with the requirements of the relevant investigator study.

«  Novartis site visits for customers or regulatory authorities. Such visits must be coordinated with the
local site management.

»  Third party congress or symposia to provide medical education.

Novartis Associates should organize events in accordance with the P3 Guideline on Events and
Professional Meetings.

3.9 Venue, Travel, and Hospitality

All events, meetings, or activities must be held in a venue appropriate for scientific or educational
exchange and in accordance with local laws, regulations, and industry codes. Novartis must avoid venues
that may be perceived as extravagant or applying inappropriate influence. For Novartis-organized events,
refreshments and/or meals incidental to the main purpase of the event may be provided, however no
entertainment or other leisure/social activities should be provided or paid for by Novartis. Interactions with
public officials may be subject to additional laws, regulations and industry codes.

Where permitted locally, Novartis may fund HCPs to attend events in their country of practice (or home
country). However, Novartis does not fund HCPs to attend international events with the exception of HCPs
who are providing a service to Novartis. Intemnational travel may be funded only under certain
circumstances where HCPs are engaged by Novartis tc provide professional services. In all instances, we
must ensure that event funding does not interfere with HCP independence.

3.10 Fees for Service

Novartis may engage with HCPs and HCOs for professional services, either directly or via a third party.
Such services may include the engagement of HCPs as speakers for promotional speaking programs,
scientific standalones, or other events, consulting engagements, advisory boards and/or market
research. Irrespective of direct engagement or via a third party, Novartis is responsible for engaging
appropriately and without the intent, perception or consequence of inappropriately influencing HCPs or
HCOs for the use of our products.

All engagements must be based on a legitimate need for the service. Any HCP or HCO engaged by
Novartis must have the necessary experience and/or capabilities to provide the services. The engagement
must be confirmed in a written -agreement signed by both parties before commencing any services.
Compensation for services must be reasonable and at fair market value in relation to the services
rendered. Engagement of HCPs who are public officials may be subject to additional laws, regulations and
industry codes.

Cross-country engagements of HCPs must be approved by qualified Novartis Associates from the HCP's
practicing country for compliance with local laws, regulations and industry codes. Compensation for
services must be paid into the HCP's practicing country.

Novartis Associates must follow the P3 Guideline on HCP and HCO Engagement.
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3.11 Interactions with Patients and Patient Organizations

Novartis may interact with patients, caregivers, and patient organizations to understand their perspective
and provide knowledge regarding diseases, freatments, and its care. All interactions must be ethical,
transparent, non-promotional, and consistent with Novartis’ mission and maintain the independence of
the patient and patient organizations.

Novartis must treat patient information with respect and protect confidentiality. We must not accept
any patient or caregiver information from third parties unless the patient or caregiver has provided explicit
consent for the provision of the information to Novartis.

In most markets, interactions with patients are non-promotional activities and must not be used for, or
mixed with, promotional purposes. Promotion of prescription-only products to patients (direct-to-consumer
promotion, “DTC") is not allowed in most countries. Where such promotion is allowed, it must strictly follow
the applicable iocal laws, regulations and industry codes. Advertisements for patient recruitment in public
media, where permitted, must not be misused for promotion of a product.

Novartis may engage with patients or patient organization for services, such as participation in patient
advisory boards. All engagements must be based on a legitimate need for the service and confirmed
in a written agreement signed by both parties before commencing any services. Compensation for
services must be reasonable in relation to the services rendered.

Novartis may also provide financial and other support to patients and patient organizations. Such
support may be in the form of Patient Support Programs (“PSPs"), Patient Assistance Programs
(PAPs), funding to support/establish patient organizations, etc.

Novartis Associates must follow the P3 Guideline on Interactions with Patients and Patient Organizations.

3.12 External Funding

Novartis may provide funding or other support to external organizations. This includes grants,
donations, funding for medical education such as preceptorship programs, and spensorships. We
must fund responsibly, in a manner that maintains our reputation, aligns with our mission to discover new
ways to improve and extend people's lives, advance medical or scientific knowledge, and supports
communities where Novartis Associates live and work.

External funding or support must only be given to legitimate organizations, never to individuals, and in
accordance with the P3 Guideline on External Funding. It must have a clear and defined purpose.
Funding must be reasonable and legitimate in light of the activity being funded and properly tracked,
documented, reported, and accounted for, as required by local laws, regulations and industry codes.
Where appiicabie, funding must follow the Novartis Anti-Bribery Policy.
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4 Definitions

{verec Fuant

An adverse event is any unfavorable medical occurrence or unintended sign (including an abnormal
laboratory finding), symptom, disease or injury temporally associated with the use of a medical device,
medicinal or investigational product, in patients, users, or other persons, whether or not it is considered to
be related to or due to the product.

4]
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Defined broadly as:
» Patients and patient organizations
= Healthcare partners, including but not limited to, healthcare professionals, healthcare organizations,

payers, third party distributors/wholesalers, suppliers, intermediaries
*  Non-HCP Retailers.

L.areqgiver
wai TUIvE!

Someone who participates in or makes medical decisions for a patient. Examples of caregivers include
parents or legal guardians, spouses or partners, adult children, relatives, or other friends.

A program intended to provide information, awareness, or education regarding health and diseases and
their management to the general public, potential patients, or HCPs.

) P ICL
o J L -

A product marketed for use by consumer without the intervention of a HCP in order to obtain the product.

vuver ine counter (\

An inexpensive item, not related to the practice of medicine (also referred to as ‘Courtesy Gift'"), involving
the HCP or their immediate family members to acknowledge significant national, cultural or religious

holidays or events.

AN

Benefit granted by Novartis to legitimate organizations for an altruistic and specified purpose, where
Novartis does not expect to receive any benefit, consideration or service in return.

A conference, congress, symposium, or any other meeting of a scientific, educational, or professional
nature organized or funded partially or fully by Novartis or a third party to disseminate knowledge

enhancing information, increase knowledge of Novartis products, provide scientific, educational and/or
professional information.

Benefits of any kind given to someone as a sign of appreciation or friendship without expectation of
receiving anything in return.

Independently requested contribution conveyed to a legitimate organization for a specified purpose without
agreement or intent to receive any tangible benefit (a measurable or quantifiable and objective benefit).

Any legal entity (such as a company, partnership, or healthcare institution), whether public or private, that
offer/provide Medical Services to patients and may prescribe, order, dispense, recommend, purchase,
supply, administer, lease, and use Novartis products, and all members of their office staff, and medical

associations or organizations.
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Examples of HCOs include: physician practices, hospitals (including university hospitals), ambulatory
surgical centers, pharmacies, clinics, nursing facilities, managed care entities, group purchasing
organizations (GPOs), specialty pharmacies, medical societies, and businesses owned by an individual or
group of HCPs.

Fcaditniare Froiessic i)
Any member, student, or researcher of the medical, dental, optometry, opticianry, pharmacy, or nursing
profession or any other person, social workers, clinical psychologists, formulary committee members, and
pharmacy & therapeutics (P&T) commitiee members who in the course of his or her professional activities
provides medical services and may prescribe, order, dispense, recommend, purchase, supply, administer,
lease, or use pharmaceutical products and/or medical technologies, and all members of their office staff.

on ! it |
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Items given to HCPs that (1) are intended for the direct education of HCPs or patients, or are for use by
patients to assist them in the administration of their treatment or management of their conditions, and (2)

do not have value to HCPs outside of the scope of their practice and educational need.

Performing or ordering any examination, test, or procedure to diagnose or treat any medical or health-
related issue, or filling a prescription for a pharmaceutical or device product that is eligibie for payment by
someone {whether payor is public or private) other than a patient/consumer.

Marient

Any person who may receive a prescription for, and/or are treated with a pharmaceutical product and/or
medical technology for his or her individual needs.

Independent organization which has the goal of providing direct support to people affected by an iliness or
advocating for, among other things, patients’ rights, disease awareness and patient information in one or
more therapeutic areas. Such organizations are often established by patients, their family members and
caregivers but may also include Health Care Professionals (HCPs), volunteers and policy makers among
their membership or leadership.

ient Suunnort d Lol 111
GlHIL QU IOI O al

A program that involves direct or indirect interactions with a patient or patient’s caregiver implemented by
Novartis or a third-party on behalf of Novartis. Examples include helping patients manage medication
administration and adherence, provide disease management support or provide or arrange for financial

assistance for patients who cannot afford medications.

Pr—— neassbicnal © P
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Free pharmaceutical products supplied to HCPs authorized to prescribe that product in order to enable
HCPs and their patients to gain experience in dealing with the product.

dSramantinna A o
Omaouorid al

Non-monetary items that are branded or include minimal information intended to promote Novartis or its

products. Examples of Promotional Aids include pens, mousepads, and microfiber cloths.

» Any elected or appointed officer or employee of a government or government department, government
agency, or of a company owned or partially owned by a government. Medical and scientific personnel
qualify as public officials when they work at a hospital, clinic, university or other similar facility owned
or partially owned by a government.

< Any elected or appointed officers or employees of public international organizations, such as the
United Nations
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= Any person acting in an official capacity for or on behalf of a government or a government department,
government agency, or of a public international organization

- Politicians and candidates for a political office

< Any other person who is considered to be a public official according to applicable laws, regulations
and industry codes

RDac h and de b IPLT
€ N ang ae | Vit

Activities conducted to obtain scientific and clinical knowledge in order to address unmet medical needs.
These activities include clinical and non-clinical studies, exploratory early stage research, investigator

meetings, studies in human subjects or involving human/patient data, and animals or biological materials.

Collection, publication, distribution and communication of scientific knowledge (knowledge related to,
derived from or used in science for sharing), which may include information concerning a Novartis product.

Sponsorship
Agreement by which Novartis, for the mutual benefit of Novartis and the sponsored party, provides funding
to establish an association between the Novartis’ image, brands, or services and a sponsored event,

activity, or organization.
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5 References

«  P3 Guideline on ltems of Medical Utility and Cultural Acknowledgements
*  P3 Guideline on Market Research
= P3 Guideline on Interactions with Patients and Patient Organizations
«  P3 Guideline on External Funding
« P3 Guideline on Events and Professional Meetings
«  P3 Guideline on HCP and HCO Engagements
« P3 Guideline on Promotional and Non-Promotional Materials
« Novartis Anti-Bribery Policy
= Novartis Position on Clinical Study Transparency
»  Novartis Guideline for the Publication of Results from Novartis-Sponsored Research
= Novartis Quality Manual
* Novartis Global Adverse Event Reporting Standard
- = Novartis Third Party Guideline

6 Implementation

Associates must familiarize themselves with this Policy and the relevant Guidelines referred to in this
Policy. Associates must be trained in line with the Novartis-wide compliance training curriculum. Additional
training requirements for Associates and third parties conducting business on behalf of Novartis may be
defined in local SOPs.

Third p g
Third parties involved in conducting activites covered by this Policy and on behalf of Novartis are expected
to comply with this Policy, applicable laws and to adhere to ethical business practices. Novartis Associates
contracting third parties are ultimately responsible for how third parties conduct these activities on behalf
of Novartis.

preacn orf this policy

Failure to comply with this Policy may lead to disciplinary and other actions, up to and including
termination of employment.
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Any Associate with knowledge of suspected misconduct must report his or her suspicion promptly in
accordance with the Business Practices Office (BPQ) process. Associates who report potential
misconduct in good faith or who provide information or otherwise assist in any inquiry or investigation of
potential misconduct will be protected against retaliatory action.

Fxcentions

No exceptions can be granted from compliance with applicable laws, regulations and industry codes. The
Compliance Leadership Team (CLT) will review exceptions related to this Policy.

It is the responsibility of every Novartis Manager to adhere to this Policy within his or her area of functional
responsibility, lead by example, and provide guidance to the Associates reporting to him or her. All
Associates are responsible for adhering to this Policy.
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5,80,440 per patient (10 patients) - 58,04,400; Archival - 1,50,000; Apéféximate granttotal =
59,54,400

CLINICAL TRIAL AGREEMENT .

This Clinical Trial Agreement (the “Agreement”) is entered into as of this day of Iy o¢l &cd]
(the “Effective Date™). by AXIS Clinicals Ltd having registered office situated at 1-121/1,
Miyvapur, Hyderabad 300049. [hereinalier referred as "AXIS"| acting as an independent
contractor for CURATEQ BIOLOGICS PRIVATE LIMITED. (*CuraTeQ") located at PLOT
NO.2, MAITRIVIHAR, AMEERPET, HYDERABAD, Telangana, India, 300038.[Heremafier
referred as “'Sponsor' ]. represented in India by M/s Aurobindo Biologics(A Division of Aurobindo
Pharma. Ltd.) SangaReddy Districts. Hyderabad. India [ Hereinafter referred as "Sponsor''].

And

Dr. Jalaluddin Akbar [hereinafter referred to as " Principal Investigator' ] employee/ atfiliate of
Yenepoyva Medical College Hospital [hereinafter referred to as “Institution or Site”] located
at, University Road, Deralakatte, Mangalore-375018, Karnataka [Hercinafter referred as
investigator |

And

Yenepoya (Deemed to be University) Whose Principal place of business is. University Road,
Deralakatte, Mangalore, [Hereinafter referred as Institution™)

And

Samahitha Research Selutions Whose Principal place of business is. Second floor, Old No.1204,
New No.04, PID No. 64-120-04, 26th Main Roead, 9th Block, Jayanagar, Bengaluru,
Karnataka-560069 [Hereinafter referred as SMO|

{Both Principal Investigator and SMO. Site of conducting the Clinical Research Study. hereinafter
referred to as the “Site” which expression. unless repugnant to the subject or context therein, shall
mean and include its authorized representative(s). administrators, executors. assigns & successors-
in-interest).

WHEREAS. the Site has personnel and facilities for carrving out the study entitled “A Multicenter.
Randomized. Double blind. Parallel. Phase HI Global Study 1o Assess the Efficacy and Safety of
BP0l (Bevacizumab) when compared to Avastin®-LU in Combination with Carboplatin and
Paclitaxel during Induction phase and Bevacizamab alone during the Maintenance phase in patients
with newly diagnosed or recurrent Stage HIB/IV Non-Squamous (ns) Non-Small Cell L, ﬁE'SLTE'D
(NSCLC).

WHEREAS Sponsor is desirous of engaging the said Site for carrving out the ngxci;DrlGamgdlggnaxgg!ayaii K.S.
CLINICALS LTD — Non-Squamous (ns) Non-Small Cell Lung Cancer (N%}{eﬁa)a(pgéma}j tolbe l{nkiversity)
shabl of and se anthariged ranrdemitsincg and aaeit af OH TR YOO ivasyity Qoad; Peralakatie
}lxl.{;iliTx;jl)._v.d as authorized representative and agent of CURATEQ BIOLOGI aﬁg§f§g§7§g’1gKafnataka

B § & \ \
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NOW, THEREFORE. in consideration of the premises and the covenants and agreements of the
parties as hereinafier set forth, the parties have agreed and do hereby agree with each other to the
following:

DEFINITIONS

“Study”™ means the clinical study of the test for the SPONSOR conducted through and under
control of AXIS and conducted at Site as specifically identified in this Agreement.

“SPONSOR’'S Confidential Information™ means all intormation (including. without limitation,
study protocols, case report forms, clinical data. other data. reports, specifications, computer
programs or models and related documentation. know-how. trade secrets. or business or research
plans) of SPONSOR or SPONSOR’s Affiliates that are: (1) provided to Sites in connection with
this Agreement or the Study; (2) Study data, results, or reports created by Institution, Investigation,
or Study Staff in connection with the Study (except for a Study patient’s medical records): and
(3) cumulative Study data. results, and reports generated from all sites conducting the Study.

“Investigator/s™ means the individual(s) responsible for the conduct of the Study at Site and for
direct supervision of Study Staff.

“Study Staff” mean the individuals providing services on behalf of Site with respect to the Study at
Site. including without limitation sub-investigator, study coordinator. and other Site employees,
agents, or subcontractor.

“Invention™ means any discovery. development, invention (whether patentable or not),
improvement. work of authorship. formula. process. composition of matter. formulation, method of
use or delivery, w;um‘ tion, computer program or model and related documentation. know-how or
trade secret, that is made by Institution. Investigator. or Study Staff: (1) in connection with the
Study: or (2) which incorporate SPONSOR Confidential Information.

“Study Timelines™ means the Enrvellment date. End Date. the Visits Completed Date and the eCRF
Target Date set out in Section 1 of this Agreement.

“Study Supplics™ means Study drug(sy and related devices. equipment (if required). or other trial
supplies provided by AXIS/-Sponsor for the conduct ol the Study.

“Protocol™ means the written document that describes the Study and sets forth specific activities to
be performed as part of Study conduct.

“eCRF or Electronic Case Report Form™ means a printed. optical. or electronic document
designed to record all of the protocol required information to be documented and reported on each
patient.

“Test/Investigation study™ means (A Multicenter. Randomized. Double blind. Parallel. Phase ill
Global Study o Assess zhL L"ﬁ acy and Safety of BPOT (Bevacizumabj when ¢g \ééfn&b)
Avastin®-EU in Combination with Carbeplatin and Paclitaxel during lnductiné fase” and
Bevacizumab alone during the Maintenance phase in patients with newly diagnosed recurrent
ylage | ".""(-“'7 at . LOn-Sn: “ell 1 i ¢ o Y =
Stage HIB/IV Non-Squamous (ns) Non-Small Cell Lung Cancer (NSCLC).) Dr.Gangadhara Somayaiji K.S.
D ki it

¥ o ; ; ee e Universi

“Data” shall mean all information. reports. records. and document proy idle xﬁ] a,g, Qfé}poblés. Lkatte v

under this agreement excluding patient hospital medical records (case sheets). Dhﬂvsﬁ@!?tﬁﬂ%w\@nalda
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LSTATEMENT OF WORK

The Site has study staff. other personnel and facilities for carrying out the Study in strict
compliance with any and all applicable Central. State. and Local laws, Regulations and Guidelines.
Good Clinical Practices. all requirements of the host institution or facility. and any other relevant
professional standards. and specifically to conduct the Study in accordance with the "Undertaking
bv the Investigator’ and Protocol. which Principal Investigator has read, gone through in detail.
discussed with AXIS signed. and delivered 1o AXIS prior to the commencement of the Swudy at the
Site.

The Principal Investicator shall use his or her best efforts 1o recruit only qualified participants as per
Inclusion and Exclusion criteria and shall not knowingly enroll any participants. which in his or her
best protessional judgment do not adequately meet the criteria for qualified participants.

The following plan will apply to the Study: '

(1) Site acknowiedges that Site's minimum enroliment goal is \'ith Non-Squamous
Non-Small Cell Lung Cancer. The timeline is 12 months {rom the date of Site Initiation.
Site will use its best efforts o reach the enrolliment goal. If Site fails to adhere to such
enroliment goal and failed to start enrollment within 30 days of Site Initiation, AXIS may
reconsider Site's suitability to continue participation in the Study or may change its
enrolment goal or do the pre-closure of the site.

(2) Institution or Investigator (Site) may enroll more study patients than Institution’s aliotied
Enrollment number. after mutual agreement between both the parties and having a written
communication from AXIS regarding the increase of more study patient/s.

(3) Investigator is responsible for obraining from all subjects informed consents prior 1
screening for. or participation in the Study. All informed consents. must be in the form
approved by AXIS and Sponsor. comply with the requirements of all Applicable Laws. and
have been reviewed and approved by applicable regulatory authorities and Institutional
Review Boards ("IRBs") or Independent Ethics Committees ("IECs").

(4) Source Documents. clectronic Case Report Forms ("e-CRFs") and other information
associated with & patient's visit must be satisfactorily completed afier the patient's visit or. it
applicable, receipt of the patient's test results.

{5) Investigator and Site will be extending full cooperation for Remote Monitoring and will
provide full assistance as per the provided manual.

(6) Investigator will provide the name of any SMO who has been contracted for the site
activities.

{7) Investigator will provide the contract between the site and SMO to AXIS for reference after
masking the confidential details.

(8) Investigator should provide the name of one dedicated and one back up CRC or Study
Personnel/s for the study during site initiation.

(9) Investicator/Institution (Site) is totally responsible for the activities as mentioned in the
CTA. It will be the investigator responsibility to monitor the work of any SMO/CRC/ Study
Personnel/s appointed for the conduct of the study.

(TOHAL data Queries from SPONSOR/AXIS must be clarified completed and responded 1o
AXIS/SPONSOR within a time frame acceptable with AXIS/sponsor.

(1 13Any intentional changes of inclusion/exclusion criteria by the Principal InA\le
study team will not be the liability of AXIS, '

(12)Investigator or Institute (Site) agrees o cooperate with the representatives of Cl
Sponsor who visits the Study Site.  Site also agrees to ensure that Site B Gangudhbrd Somaydji K.S.

Ep"

harass. or otherwise creates a hostile working environment for such represeniaih Begistrar =
SUbh ra.l_ i \\‘ or othe k,! it i STHEC W l[\xn__ e ' mﬂg.l[ fos -sU h “?t’é_heb@a‘@\évmed {0 he U'mversnty)
(13)Investigator may not be removed or replaced without prior written confulnivacsityl Roau, Deévatakatte
- . . ° . . . - - 5 * a c
oy and Sponsor. I Investigator is unable or-unwilling to continue the Nﬁ?@_@lqﬂ? Y918, [tamataka

crmployment relationship with Institution. Institution shall immediately notity,. AXIS and

\ \\X\,
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Sponsor in writing. and shall use all reasonable elforts to find a suitable replacement
investigator acceptable 1o Sponsor and this Agreement will be amended accordingly. If
Institution is unable to replace Investigator to Sponsor 's reasonable satisfaction promptly.
AXIS/Sponsor shall have the right to terminate this Agreement/site.

(14)Site personnel/s who has ever been debarred. disqualified or banned from conducting
clinical trials or is under investigation by any regulatory authority for debarment.
disqualification. or any other similar regulatory action in any country will not be the part of
the study. Site shall notify AXIS immediately if any such investigation, disqualification.
debarment. or ban comes to the attention of Site during the Study.

AXIS/ SPONSOR will provide Principal Investigator with a sufficient quantity of study supplies to
conduct the study at investigational site as per the study requirement in timely manner. Site shail
use study supplies only to conduct the Study in accordance with the Protocol: shall not chemically.
physically or otherwise modify Supplies: and shall handle. store. and ship or dispose of Supplies in
compliance with all applicable Local, State and Federal laws, rules and regulations including. but
not limited to. those governing hazardous substances. Institution and Investigator will not charge
any payment (o Study patient or third-party to pay for any Supplies. or for Study procedures for
which payment by AXIS has or will be made under this Agreement. All study supplies such as
Study drug(s) and related devices. equipment. or other trial supplies remain the sole property of
SPONSOR/AXIS. unless otherwise designated. The Institution and Principal Investigator will be
responsible for the return of excess. unused study supplies to the SPONSOR/ AXIS.

W

2. PAYMENT

In consideration for conducting the Study, AXIS shall pay Site as described in Exhibit A & B. The
parties agree that these payment terms are consistent with the principles of fair market value
payments for the performance of Study-related activities. All of AXIS's payment obligations are

conditioned upon Site’s compliance with standards identified in this Agreement. AXIS will not
make payments. or. if pavment has been made by AXIS. Site will repay to AXIS any payments, for
study visits, procedures. or other work associated with a Study patient it AXIS determines that the
patient’s data is not evaluable because of a violation of the Protocol by Investigator or Study Staff.

Payment will be released within 30 days from the date of receipt of two copies of original
invoices duly signed by the authorized and printed on letter head of the Institution with
seal/stamp as per format provided by Axis Clinicals Ltd. Any Inveice format is used by the
site/s alsa will be aceepted it it is as per the present GST/ Government norms and aceeptable
to AXIS Finance department.

“I{ anv pandemic situation arises again and government declares the partial/complete lockdown or
curfew in IHyderabad. in that case payment will be delayed depending on the condition. If any
lockdown/curfew condition arises at the site level. scan copies of invoices are allowed to be shared
by the site team. but original copies need to be retained at the site level and should be either
couriered or handed over once situation is back to normal. During the lockdown condition. sites
which are unable 10 complete study related activities will not be paid imvespective of the point
mentioned in the Annexures of the present CTA. The patient/s will be paid on Pro-rata basis.
During the lockdown. if Principal Investigator and Medical Manager of AXIS. both jointiy 4 Joli]
opting for any specialized / emergency required activities like any di »gnnxm tests which 15[n¢ S
to the patient’s residence or handover of the study drug at patient’s residence or any a
required for the safety of the patient’s, it will be paid as reimbursement after the sDhGritgigRa I s‘o}ﬁa
proper invoice/s as per the guidelines.” ‘spmoy,‘,(nﬂi%% :[0 '!:)A Universi

SUbhra.L \Jm‘n?fﬂ ty Roac! Der a!"lh tte ty)
Investigator and Institution ~Site” agrees that their judgmoent with respect to the A IO S E I ﬂamafaka

yaji K.S,

each subject will not be affected by the pavment they receive trom this Agreement. that su h B\
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pavment does not exceed the fair market value of the services they are providing. and that no
pavments are being provided to them for the purpose of inducing them to purchase or prescribe any
drugs. devices or products. If Sponsor or AXIS provides any compassionate medication for use in
the Study. Site agrees that they will not bill any subject. insurer or governmental agency. or any
other third party. for such free products or items or for any visils, services or expenses incurred
during the Study for which it has received payment from AXIS or Sponsor. or which are not part of
the ordinary care they would normally provide for the subject.

AXIS shall pay on per patient basis and per visit completion for cach Satisfactorily Completed
Patient (as defined below) in accordance with Exhibit A and Exhibit B

“Satisfactorily Completed patient” shall be one in which a patient is a Qualified Participant (as per
inclusion/exclusion criteria). has completed the specified Study period. and has been evaluated in
accordance with the protocol. If a Patient is discontinued for reasons stipulated in the protocol, the
Site shall be paid a prorated rate for extent of participation as per actual completed visits according
to the applicable value mentioned in the Exhibit A for Induction part of the study and Exhibit- B for
the maintenance part of the study.

Per Patient Costs: Pavments will be made on a per visit/day basis for visits/days completed. in
accordance with Exhibit A for Induction part of the study and Exhibit- B for the maintenance part
of the study.

Screening visit cost will be paid prorated for consented patients for whom all/part screening
procedures are performed.

A completed and evaluable patient defined as:

- All procedures must be performed and bound to be completed according to protocol.

- A patient has been included according to inclusion and exclusion criteria.

- All data documented accurately and completely.

- All data querics are resolved.

- All source. eCRF and other study related documents completed as per Good Documentation
Practices / AXIS standard requirements. No document will be considered acceptable if
AXIS requirements are not complied with for completed and evaluable patient.

The per paticnt costs is a fixed fee per paticnt which includes all costs and honoraria. including

but not limited to:

-All study related activities such as conduct of visit assessment and eCRF completion.

Time and efforts of Principal Investigator/s and other Site personnel

- All manpower cost who are involved in the study conduct.

- lousing or hospital stay for patients including meals.

- Patient reimbursement/ Compensation

- All overhead costs of Institutions.

- Usage of Instruments/ equipment’s which during the study should be having for proper
instrument ID. maintenance and calibration certificate’ Annual Maintenance Contract

- Miscellaneous  (telephone. fax. courier. storage cupboards and maintenance ol Site

infrastructure)
ATTESTED

between Sites and AXIS for Screen failures payments will be reimbursed [0Dr8¥hgaensMSoimdyaii ik s

investigations and Study Procedures as mentioned in Exhibit A & Exhibit @'eﬁ‘éb‘é)ygiﬁegg%ﬁmgﬁu .
il o S obpeum

versity)

pavment will be made on a prorated basis tor the number of completed visits. University Road, Deralakatte

Mangalore- 575 018, Karnataka
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Additional Testing, Treatment or Procedures: Reimbursement will not be made for any
additional testing. weatment. or procedures not required by the Protocel. unless such additional
testing. treatment or procedures are pre-approved by AXIS/ Sponsor in writing.

Patient Travel Reimbursement/Compensation: Subject Travel reimbursement will be done as per
the details mentioned in Exhibit A. AXIS will release the funds to Site for each subject. i.e. for
induction phase INR 12000/~ (Twelve Thousand Rupees Only) and for maintenance phase INR
19500/~ (Nineteen Thousand Five Hundred Rupees Only). However. it will be the obligation of
Site to pay the subject reimbursement on pro rata basis as defined in Exhibit/s. A receipt will be
provided by the Institution for amount paid to subject in a specified format supplied by
AXIS/Sponsor on the letterhead of the Institution or as per the institutional practice.

Travel reimbursement will be paid for unscheduled visits if the unscheduled visit is related to any
repeated sample collection as per protocol requirement or any safety follow up as per the principal
investigator opinion,

Note: If Site is not providing original receipt of the Subject reimbursement / Compensation. as per
government norms TDS will deducted from the invoice.

Management of Serious Adverse Event/s: [n the event of anv Serious Adverse Event (SAE) that
will occur in the course of the study, same will be analyzed by Site and AXIS and the expenditure
incurred by the Site for Medical Management will be reimbursed as per actuals after approval from
the concerned Medical Manager of AXIS

EC Fees: EC fees will be reimbursed as per EC SOP.

Payec name !

Yenepova Rescarch Centre
- 84690 100002628

| Account Number K : x
Bank Name | Bank of Baroda ’
Branch Narre | Yenepoya University Branch (
SWift/IFSC Code | BARBOVIDEYU (3" letter zero) |
, PAN Number | AAATY1645F

‘ GST No x 29AAATY1645F1ZC

EC should provide a copy of PAN Card and Cancelled cheque {or the mentioned account number.

Site Payments shall be direceted as follows:

| Payee Name

[ | Yenepoya Research Centre
| {Account name) ‘; .

1 Account Number | 84690100002628 '
| Bank Name Bank of Baroda ATTESTED
| Branch Name | Yenepoya University Branch '

| SWifi/IFSC Code ' BARBOVIDEYU (3" ety #DiGangadhara Somayaji K.S,

;
PAN Number*® } AAATY 1645 Yenepoya(Deemed to be University)

negisirar
Subhra.l A University Road, Deralakat
7 - GST No 29AAATY1645F1Z2C Mangalore):??s 0’18,8523rn£5t§a

Dty Gy S
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* Pavee/s should provide a copy of PAN Card and Cancelled cheque.
# GST will be paid @ 18 % and the TDS will be deducted on actual wherever applicable.

Any ancillary supportive treaument for safety of patient as agreced upon by AXIS/Sponsor.
In case of Govt. of India will implement any other Tax regimen. the same will be implemented in
due course of time with amendment/ Addendum of CTA.

Site/s will raise the invoice every three months interval in the prescribed/accepted format from the
start of the patient enroliment, prorate activity/s completed as per the protocol and as per the criteria
mentioned in Exhibit/s

In the event there is a refund due to AXIS at the time of premature termination by either party. the
Site agrees 1o remit the same to AXIS within fifteen (15) days of the date of effective termination.

Last 3 patients’” payment will be on hold till the site close out visit and will be released alter
successtul completion of the documentation. all instruments provided to site for the study have been
returned and other regulatory activities completed.

Tax deduction: All fees and amounts except patient reimbursement and otherwise specifically
listed are inclusive of applicable tax (TDS- Tax Deduction at Source). Prevailing TDS rate will be
deducted from cach payment disbursed to the Site for the study as per the applicable existing tax
laws in the country. Certificate for the tax deducted at source will be provided at the end of the
financial vear.

3. ETHICS COMMITTEE APPROVAL

The Principal investigator shall be responsible for obtaining approval of the protocol, related study
documents and study conduct at the Site before initiation of the study.

Site also represents and warrants that EC registration and re-registration with Central Drug Standard
Control Organization (CDSCO) and they have obiained and will maintain the required authorization
from the Ethics Commitice and any other required forms fully complyving with the applicable
regulations,

4. PROPRIETARY INFORMATION AND CONFIDENTIALITY

Sponsor shall have sole ownership of intellectual property developed in the Study by Investigators
supported through Study funds. The Site shall disclose to AXIS/SPONSOR all inventions and other
creative ideas and developments conceived or reduced to practice as a direct result of this
Study. Such disclosure shall be made fully and promptly in writing to AXIS. All documents. data,
know-how, formulas ("Data"). and unused drug provided to the Site for purposes of the Swudy are
and will remain Sponsor's property and will be returned to Sponsor or their designate upon request.

SPONSOR/AXIS Confidential Information and all tangible expressions. in any
SPONSOR/AXIS Conlidential Information are the sole property of SPONSOR/A XIS, AT

SUIULIoN agrees i se SPONSOR/AXIS Confidential Information for any purposes A ERT
Institution agrees noi o use § P NSOR/AXIS ((?!Lfl\*nll(i‘l i i.«.'x n.xfmn. tor any pyp Lé?}g?a §'Sbmlé§'ajl KS.
to conduct the Study. Institution agrees not to disclose SPONSOR/AXIS Contidentia nRegmtran’»nU _
to third p:zrti::s except as necessary 10 conduct the Study and under an ng_1:ccmMﬂ“&%?@g&ﬁ;@:ﬁg&mgggf' v
to be bound by the obligations of this Section. Institution shall safeguard MaRgalsisC3RS 00X, IKarnataka
Confidential Information with the same standard of care that is used with Institution’s Confidential

Information. but in no event less than reasonable care.
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The obligation of non-disclosure and non-use shall not apply to the following.

(1) Information. which at the time of disclosure hereunder, is generally available to the public:

(2) Information. which after disclosure hercunder. becomes generally available 1o the public.
except through breach of this Agreement:

(3) Information that the Institution can demonstrate was in its possession at the time of
disclosure by Sponsor and that was not acquired. directly or indirectly. from Sponsor:

(4) Information that becomes available to the Institution from a third party that is not legally
prohibited from disclosing such information. provided such mio)hmuon was not acqguired
directly or indirectly from Sponsor; or

(3) Information that is required by law to be disclosed to representatives of a Governmental
Agency and to which they are entitled when engaged in the proper performance of their
duties.

The Investigator agrees to keep all aspects of the trial confidential. This includes the nature of the
trial. the protocol and its attached forms as well as data generated by the trial.

The obligations of this Section shall survive till the termination of this Agreement.
5. HANDLING INVESTIGATIONAL PRODUCTS

The Investigator agrees 10 exercise adequate care in the application and handling of Investigational
products.

Site shall use the drug. device. product or compound being tested (the "investigational Product”),
and any comparator products provided in connection with the Study sclely for the purpose of
property completing the Study according 1o the Protocol, the Agreement. and Applicable Laws. Site
shall take reasonable measures to protect the investigational Product and any comparator products
from loss or damage. including storing them in a locked. always secured area according to the
Protocol. IMP manual/s and Applicable Laws. Site acknowledges that the investigational Product
and any drugs and comparator products always remain exclusive properties of Sponsor. Upen
completion or termination of the Study or at such times as Sponsor or AXIS may direct, Site shall
return all unused investigational Product. compassionate medications. and any other equipment, and
materials provided by SPONSOR or AXIS. in accordance with the instructions provided by
SPONSOR or AXIS.

6. SERIOUS ADVERSE EVENT REPORTING

The Principal Investigator shall fully comply with adverse event assessment and reporting criteria
as per the provisions of the Protocol. In the event of any omission of such provisions or in the event
of the conflict of such provisions with the Regulations. then the Regulations shall apply in refation
thereto.

[he Principal Investigater shall also notify the IEC/Central licensing authority/Sponsor imifigg mld\

J}

of any Serious Adverse Events dunm: the Study in accordance with the current existing reg

- o . . . . . ATTESTED
In the event of SAE injury. patients will be provided free Medical management if required by
CURATEQ BIOLOGICS PRIVATE LIMITED and will provide complete medical care and
financial compensation for injury and death as per current applicable regulatory rép@iangadhasa Somayaiji K.S.
b (o Reg'dSttmb University)
enepoya({Deemed to be Universi
Subhra.l U%nyezsvty Road, Deralakatte ;
Mangalore- 575 018, Karnataka
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7. USE OF OTHER PARTIES NAMES

The Site shall not use SPONSOR's or AXIS's name or the name of any party hereto in connection
with any advertising or promotion of any product or service without the prior written permission
from Sponsor/ AXIS.

8. INDEPENDENT CONTRACTORS

Site shall perform services under this Agreement only as an independent contractor. and nothing
contained herein shall be construed to be inconsistent with that relationship or status. This
Agreement shall not constitute, create, or in any way be interpreted as. a joint venture, partnership.
or business organization of any Kind.

9. INSURANCE

Institution shall maintain medical professional lability insurance with limits in accordance with
local standards for cach medical professional involved in the Study or require that cach medical
professional nmint'lin such insurance. Upon AXIS's request. Institution shall have its insurance
carrier (or shall cause the medical professional to have his or her insurance carrier) furnish the
certificate to AXIS that all insurance required under this Agreement is in force.

10. MONITORING: AUDIT: REGULATORY INSPECTIONS

The Site shall permit authorized personnel of the SPONSOR/ SPONSOR designee. AXIS and any
Regulatory Authority including Cthics Committee to inspect the facilities the Site proposes 1o use
for the Study: before. during and after the Study. There will be AXIS and sponsor audits during the
study apart from the monitoring visit as per the mutually agreed dates

The Site shall notify AXIS or Sponsor immediately by telephone or facsimile if’ the Drugs
Controller General-India. or any other governmental or regulatory authority requests permission to
or does inspect the Site's facilities or research records relating to this Study whenever and will
provide in writing to AXIS copies of all materials. correspondence. statements, forms and records
which the Site receives. obtains. or generates pursuant to any such inspection.

The Site will permit to Sponsor/Axis/EMEA/DCGI other regulatory authorities
a) Examine. inspect and audit the work performed here under and the facilities. systems and
equipment at or with which the work s conducted.
b) Inspect and copy all data. documents and records related to such work and the study

The obligations of this Section shall survive termination of this Agreement.
Sponsor/Third-party Monitoring visits:

. Sponsor will do the menitoring visit/s as per mutual agreement between the sites and
AXIS and Sponsor.
Monitoring visits: Muonitoring visits will be carried out as per monitgm ESﬂ‘ED
submitted to sites. In case of any eventuality Sponsor will do extra monitoring '
per the situation requires.

Dr.Gangadhara Somayaji K.S.

Registrar

Axis QA will do firstvisit — 1 SIV one day visits alor
e There will be 4 or 3visits will be there per vear Ix d on the number of patients enrolied’in

the respective site/s \
|
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. TERM: WAIVER: SEVERABILITY

Unless earlier terminated in accordance with the provisions of this Agreement, the term of this
agreement shall commence on the Effective Date and shall terminate 48 months after the Effective
Date.

This Agreement will become effective upon the date it is fully executed by all parties and shall
continue in effect for the full duration of the Swdy according to the Protocol unless sooner
terminated in accordance with the provisions of this Agreement.

This Agreement may be terminated by either party upon giving at least a thirty (30) days’ notice 0
that effect to the other partv. A reasonable adjustment will be made between the parties to ensure
the Site is reimbursed for project costs incurred to the date of termination of this Agreement. Any
funds paid by AXIS to the Institution in excess of project costs will be returned to the AXIS.

AXIS or SPONSOR may terminate this Agreement. in whole or in part. with or without cause
immediately upon written notice to Institution. Notice by either AXIS or SPONSOR that the Study
is terminated shall also constitute effective notice of termination of this Agreement.

12 EFFECT OF TERMINATION
(1) Upon notice of termination of this Agreement by either Institution or SPONSOR or AXIS,

Institution shall cease enrolling patients into the Study. and shall discontinue conduct of the
Study as soon as is medically practicable.

o~
b

) Upon notice of termination of this Agreement by cither Institution or SPONSOR or AXIS
Institution shall use reasonable efforts to revoke anv financial obligations incurred and shall
avoid incurring any additional costs in connection with the Study. Institution shall be
compensated only for Study-related work performed or reimbursed only for expenses
actually and reasonably incurred through the effective date of termination which AXIS has

agreed to pay as part of the Study under this Agreement. If. upon the effective date of
termination. AXIS has advanced funds which are unearned by Institution. [nstitution shall
repay such funds within sixty (60) days of the effective date of termination. In the event

Institution fails to repay such funds in a timely manner. AXIS may deduct/adjust an

equivalent amount from any payment then or later due from AXIS to Institution under this

or any other arrangement between the parties.

(3) Upon termination of this Agreement, all unused Materials and all SPONSOR Confidential
information (except for such records that Institution is required by law or regulation to
retaing in Institution’s possession shall be promptly delivered o SPONSOR at SPONSORs
expense. or. at SPONSOR's option. destroved with the destruction must be certified in
writing.,

[2. AMENDMENT
This agreement and protocol may only be extended. renewed or otherwise amended 3? he mutual
he

written consent of the parties hereto. The parties agree that this agreement constitutes
and complete agreement by and between the parties and supersedes all other written (afy

-5 agreements and representation between the partics with respective to the Stud :
ubhra r:Garyd K.S.
L dx wmees. additions. deletions. or madifications to or of this agreement shall L{L \.llr{dﬁhpﬁﬁg.lgha%uauf
. , ‘enavaibeamed to be Univers
) to writing and signed by the parties. '””C"hs oad. Dem:th; ity)

fa nsa{ore-ﬂb 018, Karnataka

All changes and amendments to this agreement shall be agreed in writing between the parties. \J
) {
///'
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Subhra.l

14, RECORDKEEPING/ DOCUMENT  ARCHIVAL/  AND  INVESTIGATIONAL
PRODUCT RETENTION/BIOLOGICAL SAMPLES

Investigational Product/s will be retained cither at Site or Third-party archival facility after having a
mutually agreed decision with Sponsor, AXIS and Sites. The Investigational product will be re-

packed and sealed as per the requirements and retained at the site / Third party facility. In case if the
IPs are retaining at third party facility. Site and Third party will have one agreement for the transfer
of IP as per the required conditions. The payments towards the maintenance of retained samples at
third party facility will be paid by AXIS on the receipt of Inveice from Third party. The Archival
Charges for retaining the samples at the sites if any will be mentioned in the CTA and will be paid
in due course of time. In case of retrieval requirement lor the regulatory authority requirements. site
will inform first to AXIS by mail requesting for the retrieval of IP, after obtaining the response from
AXIS site will inform the Third-party tacility about the retrieval as per the procedure. Any charges
refated 1o retrieval of the 1Ps/ documenis AXIS will reimburse the same to the Third-party facility
against proper Invoice. Under no other circumstance’s sites will not be having any authority related
to retrieval of retained [P/documents at any time.

Institution or investigator shall retain ali records and documents pertaining to the trial and ensure
the storage of data related to study in accordance with the requirements of current Good Clinical
Practices. in suitable and secured storage facilities and under appropriate conditions. for a period of
time required under the applicable laws and regulations in INDIA or until at least 5 years afier
completion of all regular activity. whichever period is longer. unless to the extent that AXIS/
SPONSOR require the return or destruction of this data, in which case this request shall be
complied with to the extent allowed by applicable laws and reguiations. Before the destruction or
deletion of such data. sponsor/Axis written approval shall be obtained. Institution and Investigator
will not use biological sample coliected under the protocol in any manner or for any purpose other
than that described in the protocol agreement.

15. ARCHIVAL FEE:

The Archival fee is onetime. non-refundable payvment g’ 1.50,000/-INR.

a) Payment shall be used {or archiving and storage OF Study files by Site for a period of
Fiftcen (13) years.

by In accordance with Sponsor's Protocol requirements. Institution shall maintain all Study
records in a safe and secure location to allow easy and timely retrieval. when needed.

¢) Payment shall be used for archiving and storage of Study files by Institution for a period of
fifteen years,

d) Pavment shall be made upon completion and receipt by AXIS of all original contractual and
regulatory documentation. and receipt by CRO of original invoice.

16. LIST OF STUDY INSTRUMENTS

The Investigator / Site agrees to exercise adeguate care in handling of study instruments (Listed
below if any}) provided by AXIS/Sponsor. The Investigator / Site agrees to utitize study_instruments
solely in accordance with the protocol and to return to Axis/ Sponsor at the™time=ui=study

Completion.

Dr.Gangadhara Sof¥dyaji K.S.
e Data Loggers-01 Registrar * °
. = Yenepoya(Deemed to be University)
¢  Thermohygrometer-03 University Road, Deralzkatte
Mangalore- 575 018, Karnataka
The last payment will be released against the receipt of the above-mentioned Instruments along with
the other terms and conditions mentioned w the CTA. In case any instruments have been brgken
. J A\ J
CRIS7-18_Clinical Trial Agreement __CONFIDENTIAL- Dr. Jalaluddin Akbar | Page 110f'16 \\},
e P %
7 ' f - 7 -

.-/

/7-{ N




due to mishandling / negligence will be repaired or will be purchased new and the same amount will
be deducted from the last pavments until and unless a mutual agreement between Axis and
institution.

17. DISCLAIMER

The Site acknowledges that the Sponsor has engaged AXIS to manage the Study. AXIS has
performed no independent research or analysis regarding the safety or efficacy of the
Investigational Product. materials or treatment procedures that are to be administered pursuant to
the Studv and therefore AXIS makes no warranties. expressed or ‘implied concerning the
Investigational Product, materials. wreatment procedures: results to be obtained in administering the
Investigational Product. or the Investigational Product’s {itness for any particular purpose.

18. PUBLICATION

The parties acknowledge that the Sponsor shall retain ownership of all original Data that result from
this Study. Data generated during the clinical study is the sole property of the sponsor. Therefore,
Principal investigator agrees not to publish or present the results. or any information derived from
the study.

19. GOVERNING LAW AND DISPUTE RESOLUTION

This Agreement shall be governed by and interpreted in accordance with the laws ot India. without
conflict of laws or principles. Any dispute between the Parties as to construction, meaning or effect
of the Agreement or any clause contained therein or the rights. duties, liabilities and obligations of
either Partv there under. shall be resolved mutually within thirty days. failing which. shall be
referred to arbitration before a sole arbitrator appointed by the Parties. The arbitration proceedings
shall be conducted in accordance with the Arbitration and Conciliation Act, 1996 and rules made
thereof in Hyderabad. The arbitration proccedings shall be conducted in the English language. The
arbitrators” decision shall be final and legally binding and judgment may be entered thereon before
the courts of competent jurisdiction. The arbitrator shall also decide on the costs of the arbitration
proceedings.’

Subhra.L

ATTRSTED

Dr.Gangad}_?géa Somayajl K.S.

i

Yenepo a(Decmedt b ersity

UFI"y&rbl(,l Road oOegﬂ{!Janif:brdh!)
Mangalore- 575 018, Kamataka
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IN TESTIMONY WHEREOF,

the parties hereto have caused this insttument to be execute

duplicate, by their officers, thereunto duly autheorized to sign on behalf of the party.

1.

!\)

CRI187-18_Chnical

Principal Investicator

Signature & date
And Stamp

Represented by (Name)
Title
Instituion

Signature & date
And Stamp

Represented by (Name)
Title
Witness

Signature & date
and Stamp

Represented by (Name)
Title
SMO Name

Signature & date
and Stamp

Represented by (Name)
Title
Witness

Signature & date
and Stamp

Represented by (Name)

Title

Dr. Jalaluddin .~’\kbar

| Y
[/‘-/s/” )J ’\\ﬁu’}i !(o,%s'if

¢ Yenepova(Deemed to be University)

Registra,
YENEPLYA

‘:.~rv Med 1) 0D un

Dr.K.S.Gangadhara Somd} aji

Registrar

Vanawmada Ku lad
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Clinical Rasaas

\.‘1. il'l

Yei r\
(onsti '
: Cliden) Ruvtaneh Sk oo w.dz W«l aX.
Lini Vars '._' C .
: Samahitha Research Solutions Mangeiere-575
N
- \w \,
Mr. Srivatsa G.S
. Managing Director
AWMAHITHA RESEARCH SOLUTIONS
PiD No. 64-121-04, Second Floor,
2Gth Main Road, Jayanagar 9th Biock,
8engaluru, Karnataka-550 ¢69.
dina a ¥
) Res ATT
Pl Mankp L oS -
Dr.Gangadhara Somayap K.S.
egistrar
) Yenenoya(Deewed to be Umverszty)
o lw University Road, Deralakatte
] Mangalore- 575 018, Karnataka
Saldanha
GiCdi -a?,‘;.’,u.,SiJ (r_' }
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£ AXIS Clinicals Ltd .

Qionature & date 4 \ ! (\ LN i
s+ Ly [y w}mmq ol
29 |09 [ AN

Represented by (Name) : Dr. Subhra Lahin
Title : Vice President & HOD (Clinical Research)
Witness Lo

Signature & date
And stamp

e o
#‘[,_,’,(/Cg 29 } 0% \ A

Represented by {Name) : Mr. K. Nageswara Rao R
Title : Clinical Research Associate

ATTESTED

Dr.Gangadhara Somayaji K.S.
Registrar o
Yenepoya{Deemed to be University)
University Road, Deralakatte
Mangalore- 575 018, Karnataka

\\l\g}“’
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EXHIBIT A- Non-Sqguamons Non-Small Cell Lune Cancer - Induction Phase

It is agreed that the Site will rscci\l- INR 2.49.540/- (h‘wo fakl forty nine thousand five hundred
forty rupees only) per completed patient in Induction lphus-e according 1o the schedule indicated
below. Completed Subjects will be paid INR 12000/~ (Twelve Thousand Rupees Only) as a
reimbursement for loss of daily wages due to participation in study.

Study Induction Phase Per Completed Subject Grant

Induction Phase Study Budget o
et : . ion Ent ? induction Period
Fests and procedures t Pervisit INR
| | Visits Budget
Investizator charges , 7000 8§ | 36000 )
Co-Investigator charges I 4000 8 © 32000
Chemotherapy Charges and Hospitalization/ F 2000 6 12000 1
day & :
ECG charges 100 8 | soo
2D-ECHO/MUGA charges ‘= 00 | 2 1400
Tumour Assessments (Chest, upper abdomen, | |
Pelvis) with contrast (\\(‘ithuut- C'[l‘!Brain) FEv 4 , e
Bone sean™ _ 4000 Lot | 40600 .
Brain CT ; 3400 i 3400
Haematology 3 250 6 1300
Biochemistry L 600 6 3600
Urine Analysis 260 8 2080
PT/INR, PTT Charges | 280 2 360
Study CRC Charges na 3500 8 28064
Blinded CRC/Pharmacist (“h.um; 1000 GO 6000
Study Phlebotomist charges | 1000 4 1000
Study Nurse Charges 1300 6 2000
fnstitutional overheadia 34% (1.2} ) 30% — 26400 _
Total | 237540

Naote: Institutional Overhead charges here is applicable only on Investigator charges and Co-
Investigator Charges.

“For Bone metastasis subjects. Bone Scan amount will be reimbursed on actual basis.

Patient Travel Reimbursement

, Induction Phase
| Visits™ Budget

Patient Travel retmbursement - Pervisit INR

| Travel reimbursement ‘ 1300 h 12000 J'

*completed visits only calculated as prorata basis

ATTHSTED

Note:
e Any exXtra lab assessment / procedures that have been carried out tor pdmn[ satetv/SAF and
other procedures charges after getting the approval from the Medical ! W?qg%qlpgr,a SP’S‘FWJ”’S

should be invoiced separately., will be paid against invoices. Yeﬂepoya(Deemed to be University)
Road, Deralakatte

rsit
e Screen failure pavment will be done as per prorata calculation basis for um;mﬂgromy 575018, mrkﬁg

assessments during screening
CRI187-18 Clinical Trial Agreement CONFIDENTIAL- Dr. falaluddin Akbar Page 15 of
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EXHIBIT B- Non-Squamous Non-Small Cell Lung Cancer- Maintenance Phase

It is agreed that the Site will re m\l INR 3.30.900/- Irhrec jakh Thirty thousand Nine hundred
rupee\ unh) per completed maintenance phase according w the schedule indicated below.
Completed Subjects will be paid INR 19,500/ (Nineteen thousand five hundred rupees only) as
a reimbursement for loss of daily wages due to participation in study

Study Maintenance Phase Per Cmaneted Subject Grant

Maintenance l’hmc Study Bud"c |
: E— Maintenance i '
Tests and procedures  Pervisit INR  —— 'h”?“" puce 1 griog
| | Visits | Budget
| Inv estls:.um Charges B E Stee 13 63000
' Co-Inv estisator Charges I R 4000 0 13 2000
' Day Care charges and chemotherapy ch.uoc\ ‘ 2600 12 | 240060 ~_|
| ECG charges 100 12 | 1200
| 2D Echo charges 700 I 700 i
 Tumor Assessments (Chest, upper abdomen, ‘. - ‘
‘ . R i . 1 11700 4 46800
E Pelvis) with contrast (Without CT Brain) ? ¢
:,L(::dl Lab Investigations including all the initial | | 110 T 13320
"PT/INR, PTT Charges | 280 i 280
' Study CRC Charges ‘; 3000 i3 39000 ;
' Blinded CRC/Pharmacist Charges | 1000 12 | 12000
| Study Nurse Charges ) b0 12 - 18000
- Study Phiebotomist charges | 1060 4 - S000 |
Institutional overhead@30% (1.2) 30% 35100 |
' Total | 311400

Institutional Overhead charges here is applicable only on Investigator charges and Co-Investigator
Charges.

“For Bone metastasis subjects. Bone Scan amount will be reimbursed on actual basis.

Patient Travel Reimbursement

. Maintenance Phase
Visits® | Budget
| Travel reimbursement 15460 ‘ 13 19300

Patient Travel reimbursement L Pervisit INR

*Completed visits only calculated as prorata basis

Note: TT
e Any exira lab assessment / procedures that have been carried out for patient .\;sl{‘\l} §§TEQ
other procedures charges after getting the approval from the Medical Manager|gPAXIS
2 - i S
should be invoiced separately. will be paid against invoices. DrG
upnra. ! E Ganga dhara Somayaji K.,
Screen failure pavment will be done as per prorata calculation basis lomt,gé%wh? Registrar

| ‘ | ' | emed tc
assessments during screening. : mvu:xty Road ??};J'!"f?fs;ty)
Mangdlora~5/50m m e
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Rs 28,500 per patient (60 patients) - Approximate grant total = 17,10,000

Certificate No.

Certificale Issued Date
Account Reference
Unique Doc. Reference
Purchased by
Descripticn of Document
Description '
Consideration Price (Rs.)

First Party

Second Party

Stamp Duty Paid By
Stamp Duty Amount(Rs.}

.INDIA NON JUDICIAL

Government of Karnataka

e-Stamp

IN-KA29518415406677T

13-Oct-2021 04:22 PM

NONACC (F1)/ kaksicl08/ HEBBAL 1/ KA-BA
SUBIN-KAKAKSFCLO813162489644935T
STRAND LIFE SCIENCES PVT LTD

Atticle 12 Bond

MEMORANDUM OF AGREEMENT

0
(Zero)

STRAND LIFE SCIENCES PVT LTD
YENEFPOYA MEDICAL COLLEGE HOSPITAL

STRAND LIFE SCIENCES PVT LTD
100

8

(One Hundred only)
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This Collaboration Agreement (the “Agreement”] is entered into at Bangalore on 13 October ‘

2021 (the “Effective Date”)

by and between '

A. STRAND LIFE SCIENCES PRIVATE LIMITED (Strand), a company incorpor_at d under
the Companies Act, 1956, duly represented by Mr. Anand janakiraman!, [NGVnE fts
registered office at Uniyersity of Agricultural Sciences, Convention '=Centre, -
Veterinary College Campus, Bellary Road, Bengalury, Kafnatakearfgﬁﬂék}i?}f?ﬂﬁji K§
(hereinafter referred to as the “CRO” which expression shall inmgﬁbﬁm%%%@?&%g%wé}sﬁy)
to the meaning and context thereof, its successprs»in—intgrest, p%@i@ﬁ{a&%@% Katde

) ) 0 ~

ataka
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B. Dr. Pavaman Sindgikar, Yenepoya Medical College Hospital, a constituent college of
Yenepoya (Deemed to be University), University Road, Deralakatte, Mangalore-
575018, Karnataka, India, (hereinafter referred to as the “Principal Investigator")

AND

C. Yenepoya (Deemed to be University) having its registered office at University Road,
Deralakatte, Mangalore-575018, Karnataka, India, (hereinafter referred to as the
“INSTITUTION" which expression shall include, unless contrary to the meaning and
context thereof, its successors-in-interest, permitted assigns and authorized
representatives)

Strand Life Sciences, Institution and Principal investigator, shall hereinafter be-referred to as
such or wherever the context so permits it shall individually be referred to as “Party” and
collectively as “Parties”.

1. STATEMENT OF WORK

The Institution agrees to conduct the prospective, experimental, exploratory academic study
entitled (study title: Measuring tumor-specific genetic alterations in cerebrospinal fluid (CSF)
as a biomarker of tumor burden in malignant brain tumor patients ("Study"), as described in
the protocol of this Study. The Study protocol ("Protocol"} and any approved amendments
thereto, as kept of record by the appropriate Ethics Committee constituted as per ICH-GCP
and ICMR guidelines, is incorporated herein by reference. In the event of a conflict between
the terms of this Agreement and the Protocol, the terms of this Agreement shall control
except as regards Study participant care, in which case the Protocol terms shall control. The
Institution represents and warranis that it has, or by the commencement of the Study will
have, the experience, capability, resources, and competency for conducting the said study as
per required law including, but not limited to, sufficient personnel and equipment, to
efficiently and expeditiously perform the Study in a professional and competent manner

Institutional Ethics Committee: Pl will begin the Clinical Study only after its Institutional
Ethics committee (“IEC”) has approved the study.

Enroliment: Pi will use best efforts to enroll the requisite number of patients in the Clinical
Study. In addition to strictly adhering to the Protocol’s patient eligibility criteria, P! at all
times will exercise independent medical judgment as to the suitability of each prospective
patient for enroliment in the Clinical Study.

Patient Consent: Prior to enroliment in the Clinical Study, Pl will obtain from each patient or
each patient’s authorized representative a signed Informed Consent Form, whighyir
approved by the Ethics Committee.

D '\
Clinical Study Records: Pt and the Institution will keep complete and accurate fgg ?,'Fﬁlé"}! K.S.

status and progress of the Clinical Study as required by the Protocol. Pl "m'}‘g% s ﬁit@tﬁmﬁmvc,suy)

wm retain o\gamzed original patient, labqrafory and drug mventory recordﬂwé&é@tﬁgfomef‘f el
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Clinical Study as prescribed by the Institution and regulatory agencies.

Immediate Notice: Pl will immediately notify Strand of any (a} deviations from the Protocol
necessary to protect the safety, rights or welfare of patients enrolled in the Clinical Study, (b}
serious adverse patient reactions in the course of the Clinical Study or (cj communication
with a regulatory agency concerning (i} the Clinical Study, including any requests to inspect,
examine, copy or remove records of the Clinical Study, (ii} another clinical Study which might
have an impact on the Clinical Study during the period of current study

Final Report: Pl & CRO will complete a final report to be submitted to the Institution’s ethics
committee on the Clinical Study within one {1) month of completion of the Clinical Study.

Ownership: Pl and Institution acknowledge that Strand is and shall at all times remain the
sole owner of the data captured in the CRF and the final report prepared by the Institution,
and all information contained therein.

Developments: Any discoveries, inventions, new uses or improvements, designs,
developments, methods, ideas or know-how, whether or not patentable, provided,
conceived or made by any personnel of the Institution, as a result of the Clinical Study or
relating in any way to the Clinical Study, Product, or its use, or the Protocol, or data resulting
from any of the foregoing {collectively, “Developments”), shall be solely owned by Strand.
The Institution and its personnel, including, but not limited to the Principal Investigator,
hereby assign and agree to assign all of their present and future patent and other
proprietary and intellectual property rights in such Developments to Strand.

Non Disclosure of Confidential Information: During the Clinical Study and thereafter, Pl or
Institution shall not directly or indirectly publish, disseminate or otherwise disclose, deliver
or make available to any third party any Confidential Information, other than in furtherance
of the purpeses of this Agreement, and only then with Strand’s prior written consent.
Institution/Pl may disclose Confidential information to a governmental authority or by order
of a court of competent jurisdiction, provided that such disclosure is subject to all applicable
governmental or judicial protection available for like material and reasonable advance notice
is given to Strand.

Use of Confidential Information: Pl and Institution will use Confidential Information solely
for the purpose of conducting the Clinical Study.

Patient Information: Notwithstanding anything to the contrary in this Agreement or the
Protocol, the parties agree to hold in confidence the identity of the patients and all other
patient-related medical information, data and records, except to the extent necessary to be
disclosed to regulatory agencies as part of the review process.

Indemnification by Strand: Strand agrees to defend Institution as well as its £} Byges,
officers, directors, consultants, and agents (collectively “Institution Indemnitees m all
demands, losses, costs, and/or expenses (including reasonable attarneys’ fees) (collectively
“Losses”} arising from any claim brought by or on behalf of a third paP& ?P&%é@ﬁ@ﬂé&‘bvs
Strand cutside of the limits of this protocol. Netwithstanding the foreé’b S‘t(‘mjr hﬂﬁ%hg@sﬁy)
be fiable to Institution Indemnitees in the event: (a) an Institution lndemngteizefé @(bf)[&?‘é\t;‘?éga
prior !EC approval for the Clinical Study and/or a s:gned and effect:ve !nformed Consent from
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a patient and such patient makes a claim; (b} an Institution Indemnitee fails to follow the
Protocol in any material respect or to materially comply with federal, state, and/or local laws
or regulations in connection with the Clinical Study; or (c} the claim or Losses are the result
of negligence or willful misconduct on the part of an Institution Indemnitee, which
negligence or misconduct results in the injury or iliness which formulates the basis of the
claim

Indemnification by Institution: Institution agrees to indemnify, defend, and hold harmless
Strand from all Losses arising from any claim brought by or on behalf of a third party alleging
illness or personal injury and/or loss as a result of: (a) PI's failure to obtain prior IEC approval
for the Clinical Study and/or a signed Informed Consent from a patient and such patient
makes a claim; (b) Principal Investigator failure to follow the Protocol in any material respect
or to materially comply with local laws or reguiations as applicable in India in connection
with the Clinical Study; or (¢} Principal Investigator, is negligent or willfully commits
misconduct in connection with the Clinical Study, which negligence or misconduct results in
the personal injury or illness which formulates the basis of the claim

Term and Termination: This Agreement will commence on the Effective Date and will
continue until completion of the obligations established in this Agreement and the Protocol
unless otherwise terminated as herein. Both parties may terminate this agreement with 30
days written notice.

independent Contractor: The relationship between the parties is that of independent
contractors and not of partners, joint ventures, employers, employees or any other kind of
relationship. Institution will be solely responsible for its expenses and those of its employees.
Notice: All notices from one party to the others will be in writing and will be given by addressing
the same to the other at the address in this Agreement as given below.

if to Institution:

YENEPOYA (Deemed to be University)

University Road, Deralakatte, Mangalore-575018, Karnataka, India

if to CRO:

Strand Life Sciences Private Limited.
University of Agricultural Sciences, Convention -Centre, Veterinary College Campus, Bellary
Road, Bengaluru, Karnataka 560024 India,

ATTESTED A—— ALY
If to Investigator: WA SO Weg o -
Dr. Pavaman Sindgikar, bk Gaﬂgadgscr’a Somayaji K.S. Yenepey
!E Uiy EALY
Department of NeuroSurgery, Yenepe ‘/“’Dﬂpmed trrff,e University)

(l /IS

YENEPOYA {Deemed to be Umvemtty{;o;b{ Bk 0150‘“);:3!,“},;‘232
University Road, Deralakatte,
Mangalore\‘575018

)
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Entire Agreement: This Agreement constitutes the entire agreement of the parties with
regard to its subject matter.

No Modification: This Agreement may be changed only by a writing signed by the parties.

Severability: in the event that any one or more of the provisions contained in this
Agreement will, for any reason, be held to be invalid, illegal or unenforceable in any respect,
that invalidity, illegality or unenforceability will not affect any other provisions of this
Agreement, and all other provisions will remain in full force and effect.

Applicable Law & Jurisdiction: This agreement, and any issues or disputes arising out of or in
connection with it (whether such disputes are contractual or non-contractual in nature, such
as claims in tort, for breach of statute or regulation, or ctherwise) shall be governed by and
construed in accordance with the laws of India, and the language shall be English. All
disputes subject to exclusive jurisdiction of Courts at Bangalore, India. We will fully comply
with all privilege laws of India and international conventions governing clinical study.

Publication: Any publications related to the Project undertaken together by the Parties, in
journals, conferences, white papers, etc., will be co-authored by Strand and Institution, while
providing due credit to each Party for its contribution and expertise.

TERM AND TERMINATION

a) Unless earlier terminated in accordance with the provisions of this
Agreement, the term of this agreement shall commence on the Effective Date
and shall terminate 2.5 years after the Effective Date. This Agreement may be
terminated by CRO or Institution upon at least thirty (30} days prior written
notice to the other party.

b) In addition, the Agreement may be terminated by either party if any of the
following conditions occur:

@ if the authorization to perform the Study is withdrawn by the Licensing
Authority;

e if the Investigator conducting the Study is unwilling or unable to continue
performing the Study and a successor acceptable to both CRO and
institution/investigator is not available. Regardless of whether this
Agreement is terminated or naturally expires, CRO shall be responsible for
payment for all services or procedures actually performed in compliance
with the study protocol and all non-cancellable Institution expenses
incurred or obligated prior to termination or expiration and shall remit
such total within thirty (30) days of Institution’s written requeﬁﬂ@éiﬁgp
payment. In the event of any overpayment by CRO, the Institution shétfi
refund such overpavment to CRG within thirty (30) days Qr.feg O's written
request for the payment.

2 a

) gistrar

che'ppya‘. JSemed to he Uniy
Niversity Road, Derajal 4

Waiver: No waiver of any of the terms of this Agreement shall be valid unlnégﬁ‘?;gi‘ﬁci'/é'r&?iﬁ:g?am?
signed by the parties. Failure by a party to enforce any rights under this Agreement shall not
be construed a gvaiver of such rights nor shall a waiver by a party in one or more inst
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be construed as constituting a continuing waiver in other instances.

Compensation: In consideration of conducting the Study hereunder, CRO shall pay the
Institution in accordance with the budget, and according to the following payment schedule.

BUDGET

' INSTITUTION

Yenepoya Research Centre

ADDRESS

Mangalcre 575018

Yenepoya university Campus Deralakatte- Yenepoya University,

| PHONE NUMBER

08242206000

LAl payments to the Investigator/institution will be made by Strand Life Sciences Private
Limited on the basis of actual patient visit and data entry completed within 30 days of invoice

|
| submission

(

V

- CHECK PAYMENT INFORMATION:

| <<Cheques /NEFT shall be made payable to :> /NEFT/ Cheque

<<Bank Name >>

Bank of Baroda

IFSC Code

BARBOVIDEYU(S5th letter zero)

Page

<<PAN Number :>> AAATY1645F ATTE
‘ STED
GST Number | 29AAATY1645F17C
‘ Dr. Gangadhara Somavau K
- v egistiar ‘
Account Number 84690100002628 e“eﬁﬂ}g’j{ﬂfyeggd 1o be Univers
Mangalors- 575 018, E}giriﬁt;
,/:’ SCIER
7 50
C‘ /
-;.‘Skfec“'cngl(
/ \ ' /
¥ ; \, .‘ \._/ (
. ¥ 4
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Per Subject Breakdown
Cost components for all break ups are per patient and in INR:

Patient compensation: 10,000 (as a discount towards MRI for the patient)
Patient travel allowance per visit : 1,000 {total of 3 visits for this study)
PI/Co-Pl Fees + coordinator Fees: 13,000

Institution overhead fees :1,500

Archival fees: 1,000

GST as applicable

Total per patient cost to Strand: 28,500 + GST

Ethics Committee Fees (One time cost to Strand): 75,000

Note:
; 3 SAE/AE /Hospitalization/Supportive Care charges as per actuals will be borne by the CRO
2. Institution will submit monthly invoices (as per actual recruitments done) to CRO

3. GST will be paid as per applicable rates

ATTESTED

Dr.Gangadhara %omayaji K.S.
egistrar
Yenepoya(Deemed to be University) -
University Road, Deralakatte' *°¢

Mangalore- 575 018, Karnataka
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IN WITNESS WHEREOF, duly-authorized representatives of the parties have signed this .
Agreement as a document under seal as of the Effective Date. ’

Strand Life Sciences
Name: Anand Janakiraman

Title: President Research J\]nformatics

Signature; i /j
—‘ff'\ \Q*/' = )
¥ 2 |, I a o

Date: | ) 19 ] (e 36l
T— L3 L

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR:

By: Dr. Pavaman Sindgikar

Yenepoya Medical College Hospital

A constituent college of Yenepoya (Deemed to be University)

Title:  Principal Invest_igator

signature: __ \\Po LA P Dr.Pavaman Sindgikar
AL Cor I Reg.No.72198

Date: ""l,l;f'"f-._f-ff'?)? i Dept. gm..,::'gf,,:.",;“
Yenepoya Medical College

ACKNOWLEDGED AND AGREED BY YENEPOYA (DEEMED TO BE UNIVERSITY),

Name : Dr. K.S. Gangadhara Somayajl

Title : Registrar W /1
Lo\ A
Signature: : \ M -

Date: 295—)“5 I{&"a'

P aaisiras
4 to be University)

Daralakatie

N e aaicre - 575,018
ACKNOWLEDGED " ANDI AGREED BY YENEPOYA MEDICAL COLLEGE HOSPITAL, A
CONSTITUENT COLLEGE OF YENEPOYA (DEENMED TO BE UNIVERSITY):

Name: Dr. Prakash Robert M Saidanha

Title: Medical Superﬁndg:\t
Signature: V

patee | AST10 [0

AYTESTE
Dr. Prakash R.M. Saldanha ’
Medical Superintandent )
Yenepoya Nedicai Collare Hospital OrBangadhars
f Ran:t

Yenepoya(De
o |
Pi‘ng;x Sors M- '1K1‘ ralakatte

Wasna
118, Karnataka
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4

6,000 per patient (20 patients) - 1,20,000; Overhed - 30,000; Approximate grant total = 1,50,000

¥ -~

G

5

Certificate No.
Certificate Issued Date
Account Reference
Unigue Doc. Reference
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Description of Document
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Consideration Price (Rs.}

First Party
Second Party
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100
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Government of Karnataka
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IN-KA39174673042740T

04-Feb-2021 04:16 PM

NONACC (F1Y/ kacrstios/ YELAHANKA11/ KA-BA
SUBIN»-KAKACRSFL0859333044519603T

ICBIO CLINICAL RESEARCH PVTLTD

Articie 12 Bond

DOCUMENTATION

0

{Zero)

ICBIO CLINICAL RESEARCH PVTLTD
YENEPOYA MEDICAL COLLEGE HOSPITAL

IGBIO CLINICAL RESEARCH PVT LTD

{One Hundred only).

9

A

ANA OOvE BMNNEN

At N O KAFMAS AXA GOVERNMENT OF RARHATAXA OO

‘W

GHAENY D KAIATANA 0O

Please wiite Of type Below this I | —sesrrmi s e e e -

CLINICAL TRIAL AGREEMENT

This Memqrandum of Understanding {hereinafter referred to as the “CTA”) is entered into on 04 Feb

2021 by and between ICBio Clinical Research Pvt. Ltd. having its Registered Office at Bangalore =16

ICBio Tower, Yelahanka Main Read, Chikkabetahalli, Vidyaranyvapura. Bangalore - 560 097, INDIA

which expression shg { : : context includes its success i ' FIRST
p hall unless be repugnant to the context includes its successors and assigns of FIRST

PARTAND

Stuatutory Alert:
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Dr. Prabha Adikari
Professor & HOD of Gerviatrie medicine

Yenepova Medical College Hospital,

Constituent college of Yenepoya (Deemed to be University)
University Road. Deralakatte,

Mangalore-575018

{Hereinafter referred to as “Investigator™) which expression shail unless be repugnant to the context

includes his successors and assigns of SECOND PART.

On behalf of Yenepoya university:
Registrar

Yenepoya University

University Road. Deralakatte,

Man '.‘.E'\‘:"".\TSU 18

(Here in after referred to as Institution) which expression shall unless be repugnant to the context

weludes his successors and assigns of THIRD PART.

ICBio Clinical Research Pvt. Ltd. and Investigater are hereinafter individually referred to as “party”

and collectively as “parties™.

WHEREAS ICBio Clinical Research Pvt. Ltd. is one of the leading clinical research service provider
based in Bangalore, which excels in preferred research partner for several Pharmaceutical, Biotechnology
and Medical device companies across the globe and assist in their product development.

AND WHEREAS ICBio Clinical Research Pvt. Ltd. Is willing to conduct a clinical trial entitled

STUDY TITLE: “A Prospective, Interventional, Open label, Randomized, Parallel Group,
Multi-centric, Comparative clinical Study to Evaluate the Efficacy and Safety of test drug,
Potassium Chloride (K-Lyte) 600 mg Immediate Release Tablet in comparison to reference

drug, Potassium Chloride (Klor-Con) 600 mg Extended Release Tablet in the Treat thep
patients with Hypokalemia,” -
Protocol No: ICBio/CR/TALL/0528/94 Version @1 Dutmmagmm Q&hﬂyap K.8.

Yenepoya
et s
Mangalore- 575 018 Karnataka
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And has approached the Investigator to perform the study in regards to the said IP in accordance with
the Declaration of Helsinki, the ICH Guidelines on Good Clinical Practice and Local Regulations and

has accordingly finalized the Clinical Trial Protocol

AND WHEREAS Investipator Dr. Prabha Adikari shall conduct Clinical Trials for {CBio Clinical
Research, study purposc is to Evaluate the Efficacy and Safety of test drug, Potassium Chioride (I<-
Lyte) 600 mg Immediate Release Tablet in comparison to reference drug, Potassium Chlaride

(Klor-Con) 600 myg Extended Release Tabletin the Treatment of the patients with Hypokalemia.™’

Protacol No: ICBio/CR/TALLGS28/94 Version 01 Dated: 28 May 2019

Is attached here to as Exhibit A (herein after called “Protocol™).
AN 1 ~ ~ - i 1 sl 7.3 > - 11033 1 MLt
AND WHERFE AS lavestigator shall coordinate with Dr. Harish. S, Director-Climeal Research, ICBio

Clinical Research Pvt. Ltd... Bangalore with such other official of the company as may be communicated

in writing from time to time, for the Clinical Trial Project as agreed upon the terms and conditions of this

agreement.

AND WHERE AS the clinical trial to be conducted according to the Protocol is here in after referred to

as "Study.”

AND WHEREAS under this CTA
(i) ICBio Clinical Research Pvt. Ltd. shall be the legal CRO of the Study in India and has right

1o enter into clinical trials CTA with Investigators involved in the conduct of the Study in

India.
(i) Investigator shall be responsible for the co-ordination and management of the Study
activities.

AND WHEREAS ICBio Clinical Research Pvt. Ltd. desires that, Investigator, should conduct the

Study activities pursuant to the Protocol and as described herein.

AND WHEREAS the Investigator has received and reviewed the Protacol and desires to participate as

an Investigator in the Study under the terms and conditions set forth herein.

ATT D
AND WHEREAS the parties are desirous of reducing all the terms & conditions agreed upon in writ

as mentioned herein below:- ) Dr,Gangadlgarg §omayaji K.S.
Registrar
Yenepoya{Deemed to he University)
University Road, Deralakatte
N, Mangalore- 575 018, Karnataka
v

Page 3 of lz‘l,f\
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NOW, THEREFORE THE PARTIES AGREE AS FOLLOWS:

ICBio Clinical Dy
Research Pvt. Ltd. hereby declares that all the necessary permissions and licenses

required under the provisions of relevant Acts and Rules namely New Drugs and Clinical Trial Rules
2019 have been obtained by it for the conduct of above said clinical Study. Investigator agrees to
conduct the Study in strict compliance with criteria set forth in the Protocol. The Investigator
confirms that he has read and understood the clinical trial Protocol entitled: Study Title: “A
Prospective, Interventional, Open  label, Randomized, Parallel Group, Multi-centrie,
Comparative clinical Study to Evaluate the Efficacy and Safety of test drug, Potassium Chloride
(K-Lyte) 600 my Immediate Release Tablet in comparison to reference drug, Petassium

Chioride (Klor-Con) 600 mg Fxtended Release Tablet in the Treatment of the patients with
Hypokalemia.”

Protocol No: ICBio/CR/TALL/0528/94 Version 01 Dated: 28 May 2019

Exhibit-A & Exhibit-B have also been read and understood by the parties. The Investigator agrees to the

Protocol marked as Exhibit-A.

1. The Investigator expressly agrees that the Protocol may be changed by 1CBio Clinical Research
Pvt. Ltd. from time to time after execution of this CTA as necessary and deemed fit and agrees to
continue to conduct the Study pursuant to such new versions of the Protocol. Any such change in the
Protocol shall not be considered as an amendment to this CTA and therefore shall not require the
consent of Investigator and Investigator expressly agrees to conduct the Study with the
changed/revised Protocol as changed. However ICBio Clinical Research Pvt. Ltd. shail provide
notice of any changes to the Protocol to the Investigator. In case the Investigator requires
clarifications with respect to changes made to the Protocol subsequent to the signing of this CTA, the
Investigator shail immediately contact ICBio Clinical Research Pvt. Ltd. in order to obtain

clarification about any such changes.

2. Investigator along with any Co-Investigator shall personally review all case report forms 10 assure

GHESURD

Dr.Gan ara Somayaji K.8,
Registrar
Yenepoya(Deemed to be University)
AN University Road, Deralakatte
A e Lo Mangalore- 575 018, Karnataka

completeness and accuracy. A case report form is deemed complete when

(i) The case report form has been completed by the Investigator in accordanc

requirements,

AN e s ] Page 4 of l}}

pggng@%»hﬁ

Registear
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(11) 1t relates t i : -
0 a properly qualified subject who participated in and completed the Study in

accordance wi O T—— e
ce with all Study requirements and directions from 1CBio Clinical Research Pvt, Ltd
and

(iii) It can be used in all analyses of the Study results.

All data shall be submitted in a timely manner by Investigator.

3. Itis anticipated that 20 subjects shall be recruited at the above site and the Investigator agrees to
enroll 20 completed evaluable patients.
4. Institutional Review Board/Ethies Committee (herein after referred to as “IRB/ECT) or its local

equivalent shall review and approve informed consent form 1o be signed by Parents LAR of the Study
subjects prior to initiation of Study by Investigator as per the Protocol (original or modified
version). Upon approval of the informed consent form by the IRB/EC, a letter or certificate indicating
such approval shall be sent to 1CBio Clinical Research. The approved informed consent form shall
be provided 1o Investigator who shall obtain consent from cach of the patients enrolled in the Study

in accordance with applicable laws and regulations.

5. Investigator shall at all times exercise independent medical judgment as 1o the compatibility of each
patient with the Study as per Protocol requirements. Investigator shall notify 1CBio Clinical
Research Pvt. Ltd. promptly of any deviations from the Protocol, and within 24 hours of any serious
adverse events (as defined i‘n the Protocol) considered related to the Study Drugs and of overdoses
and any other event to ICBio Clinical Research Pvt. Ltd. and as set forth in further detail in the
Protocol. The IRB/EC shall be informed of any deviations in the Protocol in periodic Study reports,
as per the IRB/EC working procedures. If subjects will suffer injury or any adverse event or death
as a result of drug administration, or from any of the procedures carried out during this study. medical
care will be given without charge by a nurse or physician, either at ICBio Clinical Research Private
Limited or at the nearest convenient hospital taken care by ICBIO. You will be aware that financial
compensation for injury or death will be paid as per new drug clinical trials rules 2019 by the ICBio

Clinical Research Private Limited on behalf of sponsor.

6. Investigator shall provide ICBio Clinical Research Pvt. Ltd. with the names of ali members of the
committees involved in the Study (e.g. without limitation IRB/EC members) in Indiz afTfEHSTED
qualification and shall also provide the copies of the correspondences exchanged with IRB/EC and/or

with its members on monthly Dr. Cangadgara Somayaji K.S.
egistrar
enrnoya(i,eer"ca to he Umverslty)
Univer 1sity Road, Deralakatie
jalore- §75 r‘.ﬁ"* Karn c.t.-..k?
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7. Investigator agrees to fully co-oper

procedures and i erring infi
. V transferring all necessary information to Study subjects for the time perlod
preseribed by the Guidelines, i

ate with 1CBio Clnieal Researeh Pot, Lid, in manitoring the

ance and policies and good clinical practices of India in accordance

with applic aw - :
pplicable faws, rules & regulations and safety & regulatory measures.

8. 1CBio Clini seareh Py ; ;
cal Research i vt Ltd. shall have the right to review and caopy all patient information,
including, original re < o Tty .
g, original reports of laboratory testing, and all other notes, charts, reports or memoranda
dertaining y T 4
L £ 10 Study subjects. ICBio Clinical Resenrch Pyt Ltd, undertakes to ascertain

confidentiality of any such reviewed and/ or copied information,

tuvestigator agrees to make every ditigent effort, as instructed by 1CBio Clinical Research, to
contact and obtain follow-up information of Study subjects that are non- compliant with the Protocal
or Study visit appointments, then Investigator shall be compensated for such diligent efforts in
follow-up as deemed reasonable by 1CBio Clinical Reseaveh, It being understood that in case of
profonged periods of non-compliance or tzilure of Study subjects to attend site visits, considerable

adjustments of payments to lnvestigator for such Study subjects may be made.

pres

i 1CBio Clinical Research Pyt, Ltd. or its authorized representatives, and regulatory authorities to the
extent permitted by law, may, during regular business hours and with prior reasenable notification.

(11 Examine and inspect the [nstitution’s facilities whenever Investigator is conducting Study

(ii) Inspect and copy all data and work products refating to the Study, and

(iii) Confer with Investigator for the purpose of determining compliance with the terms of this CTA,

I1. Investigator shall retain and preserve only one copy of all data generated in the course of the Study
for
(i) 5 years after the ICBio Clinical Research Pvt. Ltd, has discontinued its research with respect

to such drug; or discretion to sponsor.

(ii) Such longer period as required by applicable regulatory requirements, in particular, without
limitation, GUIDELINES, GUIDANCE AND POLICIES AND GOOD CLINICAL
PRACTICES OF INDIA.

At the end of five year or such longer period mentioned above as the case ATFHSTERD

Investigator must obtain written approval from ICBio Clinical Research Pvt.|Ltd. before

destruction of such data. Dr.Ganga

mmayaji K.S.
v i REGiStTar
enepoya(Deemed to be University)
University Road, Deralakatte

%)

Manaalore. 575 (
mangalore- §75 018, Karnataka

Page 6 of 12
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(@) ICBio Clinieal Researeh Py, Led, shall comper
R Lty shafl compensate Tnvestigator in secordance with the
s outlined in the schedule attached hereto as Exl ‘ '
Details™. The oo as Exhibit B (heretnafter veferred to ns "Financisl
ails™), The fees outlined in the Financiad Details s emain fiem f
o cial Details shall remain firm for the duration of the
Study.
(b) Upon early terminati "thi ) .
t ¥ termination of this, 1CBio Clinical Research’s sole obligation shall be to pay to
Investigator a prorated an : ﬁ ’
2 a prorated amount as agreed, for actuat work performed for the Study pursuant 1o
the Protocol and in ¢ nce wi thi
otocol and in compliance with the terms of this CTA. Investigator shall refund to 1CBio
Clinical Reseaveh P ithin fif '
Researeh Pyt Lt within fifteen (151 days after termination, any amounts already paid
by 1CBio Clinice eare ' |
) Bio Clinieal Research Py, Lad, to Investigator that are in excess ol what was due under

this sec erminati “hic CT " ; e
is section. Termination of this CTA shall not affect any rights or remedies of either party al law
or equity,

T Avchiving of data:

The Investipator will treat the conduct and the results of the study as confidential. The filled out case
report forms and all other study material will be archived at the 1CBio Clinical Research Pyt Ltd.
416 & 18 1CBio Tower, Yelahanka Main Road, Chikkabettahalli, Vidyaranyapura, Bangalore
- 360 097, India. After completion of the study, the photocopies of trial paper (Case report form) will
be retained by the Investigator and originals will be collected by the 1CBio Clinical Research Pvt. Lid.

for purposes of data analysis.

14, However Investigator may disclose € onfidential Information to their co- investigator who have a
need to know such information, hospital authorities, IRB members and others who are required to be
involved in the Study and all such individuals/authorities shall also be bound by olbligmion.» of
confidentiality with respect to such confidential information at least as stringent as those provided
herein. The obligations of confidentiality hereunder shall continue for a period of ten years from the
date the Confidential Information is disclosed or developed. The obligation of confidentiality

hereunder shall not apply to information that:
{a) At the time of disclosure to Investigator is in the public domain;

(b) After disclosure to Investigator becomes part of the public domain by p

or otherwise, except by breach of this CTA by Investigator or their suecessory

e Dr.Gangadhara Somayaji K.8

Yenapgya(Deer%%gttELe Uni A
aynzvgl(sity Road, Derala'}f!ﬁ?uy)
Hangaiore- 575 018, Karnatake

\ Page 7 of 12
SR E e A 3 A g g
ICBio] o, [
74 P ‘:\\’;}/l/’/ “ 2 a b il
\\- " Ragleteal

bty
(Daemad 1o b2 un L
Yenupoyd 3, Dpratakatis

Uaiveraity Roedc B0
Mangaleie 515 018

Pége 77




(©)

By writte
norecords was i )
Bt e was in Investigator's possession at the time of disclosure by
510 Clinieal Research py :
esearch Pyt Ltd. to Investigator and was not acquired directly or

ndirectly from 1CBio Clinical Research Pyvt, Ltd.

(d) Investig: ives fi
stigator receives from a third party legally i iti i
g ves from a third party legally in a position to provide Investigator
with informati 1 g
ntormation, provided, however, that such was not obtained by said third party
di"‘ ) « ncdirontiv € & ¢ Iini
rectly or indirectly from ICBio Clinical Research Pvt. Ltd. under an obligation
of confidentiality.
(e
() Is accepted by prior written approval of 1CBio Clinical Research Pyt. Ltd.

15. Al

\{l‘;‘,“'t"-- (I S o AaCH - o o + - . -
clinical data, including case report forms and other information and discoveries resulting from the
tudy shall be the sole property of ICBio Clinical Research Pvt. Ltd. and may be used by the ICBio

Clinical Research Pyvt. Ltd. in any manner.

IN WITNESS WHERE OF, the parties have caused this CTA to be executed by their duly authorized

representatives as of the date first written above. thikari Prabha M.R.
‘ % HOD, Gerialric Medicine
For ICBio Clinical Résdarch Pyt Ltd Forlmcsugatorr,u,a Medical College
- CRERCIAN 7 |~4
Signature: ______2 77 T Signature: 2 -‘-_’_f_’/_" (A
Dr. Haristi .S LY, - Dr. Prabha Adikari
1CBio Clinical Research Pyt. Ld Prof & HOD of Geriatric medicine
¢ 16. ICBio Tower, Yelahanka Main Road Yenepoya Medical College Hospital
Chikkabettahalli, Vidyaranyapura, Constituent Coliege of Yenepoya
Bangalore — 560094 (Deemed to be University)
Karnataka, India University Road Deralakatte
Mangalore-575018
For Institution 1
Signature: L_yg‘_g 56“\\&%
Registrar
Yenepoya University
University Road, Deralakatte,
Mangalore-575018
Page 8 of 12
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WITNESS:
1. Signature: %P\ i?cb 203 S

= i 2. Signature:
Name: :FO\V?" P\YQ A

Address:

Name:

Address:

Extibit B (Declaration on Financial Agreement)

Dr. Prabha Adikari

Prof & HOD of Geriatric medicine

Yenepoya Medical College Hospital,

Constituent college of Yenepoya (Deemed to be University)
University Road, Deralakaite,

Mangalore-575018

ICBio Clinical Research Pvt. Ltd. will be furnishing funds in support of clinical trial entitled

STUDY TITLE: “A Prospective, Interventional, Open label, Randomized, Parallel Group,
Muilti-centric, Comparative clinical Study to Evaluate the Efficacy and Safety of test drug,
Potassium Chloride (K-Lyte) 600 mg Immediate Release Tablet in comparison to reference
drug, Potassium Chloride (Klor-Con) 600 mg Extended Release Tablet in the Treatment of the

patients with Hypokalemia.”

Protocol No: ICBio/CR/TALL/0528/94 Version (1 Dated: 28 May 2019

These funds are meant for the expenses incurred in execution of this clinical trial, so that neither the
subject nor an insurance program nor public assistance agency / hospital/ Lab are billed for the same.
Part of the fund is also meant for the professional and clerical allowances for the activities as per the
Protocol including preparation of the subject records, medication accountability records and other trial
related documentation. Details of the comprehensive grant which will be given to the study team will

be as follows

Page 9 of 12
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INi

- | 6000/-Per :
[Pt

N?te: - Screen failures allowabje up to 2-5 subjects only, No Investigator fee applicable for the sereen
failures. Payment wil] be made as per the following schedule:

PAYMENT MILESTON ES (final amount anticipating 20 total completion of Subjects):
Institutional Overhead Charges Rs.30,000/-

; At Siie Initiation . 10%

| AL 100% enroliment 30%

] At Monitoring Visit 30%

| AtSite Close Out 0%

* Institutional Overhead Charges will be paid after study completion.

THE LAB TESTS:-

| 2. Hematological Test 2 (SCR+EOT}

( Hb, Platelet count)

% Renal Function Test (Urea, Creatinine) 2 (SCRFEOT)
4. Liver Function Test { SGOT, SGPT) 2 {(SCR+EOT)
5. Stool occult blood 1 {EOT)
(SCRw EOT)

5CR)

T (E0T)

e

wndmgmmomnmmm |




We will deduct tax at source for the payments according to the prevailing laws of the land, where
applicable, further we would be requiring PAN number or income tax exemption certificate of the receiver
of the aforesaid funds as per applicable regulations of Govt. of India for disbursement of funds. TDS
certificate will be issued if it is deducted from the actual amount

We agree to pay the service tax according to the prevailing service tax rate on receipt of Inveice for the

services rendered (as per the schedule mentioned above) with service tax and ST No. mentioned on the
Invoice.

Please also note that the payment shall be released in the name/favoring as mentioned in your invoice

which will be in agreement to the CTA signed.

If the foregoing is acceptable to you, please sign and date the copy of this letter as confirmation of your
acceptance and return the same o me

Best regards,
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Dr. Adhzkan Prabha M 1.
Reg No.19270
Protessor & HOD, Geriatric Medicine

: Aceepfédmmm&cal College
Signature: P.S‘xa,oJM o A

Date: 1] 2 )20z
Sedl:

Dr. Aghi kari Prabha M R.
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26,000 per patient (30 patients) - 7,80,000; Archival and Start-up - 40,000; Approximate grand total = 10
8,20,000
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E CLINICAL TRIAL AGREEMENT

¢ This contract (hereinafter “the Contract”) is made as of the 12-01-2021 (hereinafter “the Effective
Date™), by and among:

* Dr. Manjunath Shenoy, Yenepoya Medical College Hospital Constituent College of Yenepoya
(Deemed to be University), Basement -1, Department of Dermatology ,University road,
Deralakatte, Mangalore, Karnataka, 575018
E Hereinafter “the INVESTIGATOR?”,
; AND
Yenepoya University, University Road, Deralakatte, Mangalore, Karnataka, 575018
¥ Hereinafler “the INSTITUTION” study site
g AND ATTESAED
Alkem Laboratories Limited, having its registered office at Alkem Hou "
‘ se, S
4 B Lower Parel, Mumbai 400013, India, ’ eﬂ"’@é"’tﬁf}%ﬁg&'%‘nﬁgﬁji Ks
i ’ egistrar e
i ' Hereinafter “the SPONSOR” Ye:f'{)\?\;’ei(s[i}t?/egggdt‘ng?aL!]a'}(“:ﬁLs ity)
: A . 1 ; vangalore- 575 018, Karnataka
g din, oo
B HENDY |y Initials INRS;I}T.UI.IPN Initials SPONSQ
: e Deimarglac YENErFY
i 205 (Deemed to be University)
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The IN\"IQ-';S'I‘!G:\T()R. the INSTITUTION and the SPONSOR are hereinafter individually referred to as
a “Party” or collectively referred to as the “Parties™.

WITNESSETH:

WHEREAS. the SPONSOR is to perform a clinical trial (hereinafter the “Study”) to evaluate its product
[SP12] (hereafter the “Investigational Product™) in accordance with a protocol of SPONSOR entitled A
Randomized, Double Blind, Multicentric, Parallel-group, Phase I Clinical Trial to evaluate the Efficacy
& Safety of 5% Spironolactone Topical Cream versus Placebo in Patients with Acne Vulgaris® [ALK20-
SPI2]and its amendments (hereinafter collectively the “Protocol™).

AND WHEREAS, the INSTITUTION and the INVESTIGATOR having each reviewed the Protocol for
the Study, the Clinical Investigator Brochure and suflicient information regarding the Investigational
Product to evaluate their interest in participating in the Study, wish to participate in the Study and assure
that they have sufficient authority, competence and experience in clinical trials, along with the necessary
infrastructure and technical means to perform the Study.

In consideration of the undertakings and commitments set forth herein. the Parties agree to enter into the
Contract, which provisions shall apply in compliance with those of the Protocol.

ARTICLE 1. PROTOCOL

The Study shall be performed in strict compliance with the Protocol a copy of which has been provided
and signed by the INVESTIGATOR, INSTIT UTION and SPONSOR, as such Protocol is submitted to the
Yenepoya Ethics Committee, Mangalore for favorable opinion/ approval and as the Protocol may be
amended from time to time thereafter.

Any amendment to the Protocol shall be notified to the relevant IEC/IRB according to regulation &
guidelines mentioned in section 3.1. All the terms of the Protocol and any further amendments to the
Protocol are incorporated hereunder and are part of the Contract.

To the extent that there may be any inconsistency between this Contract and the Protocol, this Contract
shall control, except with respect to medical or clinical matters for which the provisions of the Protocol
shall take precedence.

ARTICLE 2. STUDY SITE
The Study shall be performed at the INSTITUTION (hereinafter the “Study Site™). The INVESTIGATOR
and the INSTITUTION shall be responsible for obtaining any authorization from the representatives of the

Study Site where the Study is performed.

For the avoidance of doubt, the sums paid under Exhibit 1 of the Contract to the INVESTIGATOR and/or
the INSTITUTIONinvolves compensation for the performance of the Study carried out at the Study Site.

The INVESTIGATOR hereby represents, warrants and covenants that he/she has and shall maintain all
necessary authorizations from the Study Site representatives to perform the Study and that he/she shall
take responsibility for the payment of any cost incurred by the Study Site in connection with the Study, the
amount and terms of which shall be directly and exclusively handled by the INVESTIGATOR and the
Study Site.

ARTICLE 3. COMPLIANCE

3.1 The Study shall be performed in accordance with (i) the Protocol (ii) all applicable Centrai, State and
i.ocal laws, rules and regulations in India including the Ethical Guidelines for Biomedical Research on
Human Subjects issued by the Indian Council of Medical Research and the Indian GCP Guidelines, (iii)
the Guideline for Good Clinical Practice of the International Conference on Harmaonization (hereinafier the
SICH-GOP”). (iv) the principles laid down by the 18th World Medical Assembly (1 IA@?I&E'S&EQU\J all
applicable amendments laid down by the World Medical Assemblies, and (V) the specific] pfocedures
provided by the SPONSOR applicable for conducting the Study,

- . DrG
32 The INVESTIGATOR and the INSTITUTION shall ensure that all procedures d
are complied with, so that all data coming from the Study Site are reliable and Haverbeadnece RQ];{’:'«:,\%}'E“{' >
(especially the randomization lists, and the blind character-of the Study as the cabé iy by and v 1
that the content of the case report form (CRF)/electronie case report form (c-("lf%’l’-")i\\‘-ﬂFZ\uctxr%\iél)' reflect
source documents.

RV
1gadhard Somayaji K.S.
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3.3 The INVESTIGATOR and the INSTITUTION shall submit CRF/e-CRFs to the SPONSOR.

ARTICLE 4. TERM

This Contract is being entered into force from the Effective Date and shull'c.\'pir.c upon rcccn;)l'_h?‘ t’hc
SPONSOR of all data generated by the INVESTIGATOR and after completion of the close-out visit fof
the Study Site.

The Parties estimate that the whole Study will take approximately Twelve months from the first visit of
the first Subject to the last visit of the last Subject.

ARTICLE 5. ITEMS SUPPLIED BY THE SPONSOR

5.1 The SPONSOR shall provide the INVESTIGATOR and/or the INSTITUTION with all necessary
information, documents and materials, including but not limited to :
e the Investigator’s Brochure (IB)

e the Protocol,

e the Informed Consent Form

e the CRF/e-CRF

e the Investigational Product manufactured in accordance with the applicable regulations and/or the

Good Manufacturing Practice (GMP), suitably packaged and iabeled and in sufficient quantity to
conduct the Study.

5.2 The INVESTIGATOR, the Collaborators and the INSTITUTION shall use the information,
documents and Investigational Product provided by the SPONSOR, solely for the purpose of thf: Study or
to fulfill their own regulatory obligations, to the exclusion of any use for their own or for a third party’s
account.

For the purpose of the Contract, the term “Collaborator(s)” shall mean any person involved in the Study
including but not limited to research associates, sub-investigators, biologists, assistants and nurses.
Unless otherwise instructed by the SPONSOR or required by applicable laws and regulations. the
information, documents and Investigational Product shall be returned or made available to the SPONSOR
upon completion of the Study.

The INVESTIGATOR shall bind the Collaborators with obligations at least as stringent as those provided
for in the Contract. Therefore, the INVESTIGATOR shall be held liable should any of the Collaborators
fail to comply with any of the obligations provided for in this Contract.

The Investigational Product will not be released until the SPONSOR has received a copy of the written
and dated approval/opinion of the IEC/IRB and DCGI for the study.

5.3 The INVESTIGATOR / INSTITUTION or its designee shall ensure that an accurate record of the
quantity of Investigational Product received and dispensed to each patient is maintained. The
INVESTIGATOR/INSTITUTION shall ensure that the Investigational Product is stored and dispensed in
accordance with the SPONSOR's specifications and applicable laws and regulations.

5.4 The INVESTIGATOR/INSTITUTION agrees to take responsibility for the safeguarding of such
materials and to notify SPONSOR promptly in case of any loss damage, or failure of these materials.

5.5 Upon termination or completion of the Study, all unused Study Drug, compounds, drugs devices, case
report forms, whether or not completed, and other related materials that were furnished to the
INVESTIGATOR/INSTITUTION by or on behalf of the SPONSOR shall be returned to the SPONSOR.

ARTICLE 6. SUBJECTS’ RECRUITMENT

g.lb.The (lI;JVESTlGATOR has estimated that he/she may require to recruit a m

u Jcct's the “Subjects™), within Six months of commencement of the S . This tas ruitment

can be increased only upon written agreement of the SPONSOR. In addilitcl)lg)Sll’ l%ém’(ﬁ%r :tr:l;tl?;;nz:
threshold m.lmbcr of Subjects and rate of accrual of Subjects (e.g, x Subjects p‘cf daly/yw *k/lm;nth) to allow
for appropriate monitoring of the Study and will communicate this inlzofmatiqu to INVESTIGATOR
The INVESTIGATOR undertakes to comply with these limitations and conditions oo PittHeR Féekitinent
at the Study Site as required by the SPONSOR. Teney I e

aximum of]30

S c\%ﬁ?ﬂ( \g&@ w%@wv

Initials INSTITUTION Initials INVESTIGATOR
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the Study at the STUI Y

Jonthsol initiating the ! .
lecide at its discretion

6.2 A minimum of five patients must be envolled within Twon ,
SITE.If no subjects are enrolled over a period of Fhree montlis, the S INSOR may ¢
to discontinue the Study at the STUDY SITE.

INVESTIGATOR to limit the recruitment of further
cruitment target for the Study has been l'c:gchcd. In
R to stop the recruitment of any subject who
pon receipt of't

6.3 The SPONSOR reserves the right to request the
Subjects or cease the recruitment, notably in case the re
such case. the SPONSOR shall inform the INVESTIGATO . B
has not vet signed informed consent. The INVESTIGATOR shali u I.w \\-‘rmcn‘ nulu.; ‘s_lr:’[‘)_
immediately further recruitment of Subjects. Payments shall only be n!;ulu ncu.n'(lmg (.0 l!uj nu.xu‘ ’L'Il\h‘-
Subjects recruited up to the date of receipt of the notice by illdiCi'“",.@ no tur[hcr‘ wcf"_"_‘”_“i”. ) i l'f’
SPONSOR will not take any responsibility and make any payment for the Subjects recruited after this date-

ARTICLE 7. CONSENT OF THE SUBJECTS
TIGATOR shall fully inform any su!)jcct
derstandable to them, of all pertinent

7.1 Before any Subject’s participation in the Study, the INVES
aws/regulations (A rticle

and/or, as the case may be, her/his legal representative, in language un ’
aspects of the Study in accordance with the requirements stipulated under Indian |
3.0

Study and/or their legal
have expressed their prior
s Controller General of
and only after

7.2 The INVESTIGATOR shall ensure that all Subjects parlicipalin g in the
representative (i) have received a copy of the Subject information leaflet, and (ii)
consent by signing the informed consent form. in such forma
India. without the undue influence or coercion of any person
having been duly informed.

t as approved by Drug
directly involved in the Study,

1e entire informed consent process referred
ble as per local regulations and/or made
OR &/ INSTITUTION should ensure that

7.3 The INVESTIGATOR&/ INSTITUTIONshall ensure that th
to in Article 7.2 abovebe video recordedif the same is applica
applicable by Institutional Ethics Committee. The INVESTIGAT
the confidentiality of the recorded files is appropriately maintained.

ARTICLE 8. MONITORING OF THE STUDY

8.1 The SPONSOR shall appoint monitor(s) from their end or from Clinical Research Organization
(CRO), bound by a professional confidentiality obligation, who will work with the INVESTIGATOR and
the INSTITUTION to ensure proper conduct of the Study (hereinafter the “Monitor(s)”). The
INVESTIGATOR and the INSTITUTION agrees to fully cooperate with the SPONSOR’s monitoring

procedures and maintain all necessary patient information

o visit the Study Site and be regularly informed about the performance

8.2 The Monitor shall be entitled t
ance with the

of the Study and shall collect all the documents and information about the Study in accord
Protocol and the ICH-GCP. He/she shall have access to all records on the Subjects and all information

pertaining to the Study, as well as, copies thereof, if needed.

ARTICLE 9. DUTY OF INFORMATION

The lN.VESTIGATOR and/or the INSTITUTION shall immediately inform the SPONSOR, Licensing
Author!ty (Drug Controller General of India, New Delhi) &Yenepoya Ethics Committee, Mangalore 01‘
any serious adverse event (“SAE”) or other events as defined in the Protocol. s

ARTICLE 10. FINANCIAL TERMS AND CONDITIONS

In gons:idcralion for the proper performance by the INVESTIGATOR and the INSTITUTION of thei
obl{gagl_ons under the Contract, the SPONSOR shall compensate the lNVI{S'l‘i(EATE)R and/o ‘tLl":
INS !‘I'IUTION in compliance with the payment terms defined in Exhibit | ‘ Payment tern‘ y l('r' l:L
mod_mcd only upon prior written consent of the Parties. Likewise, 'non-cmc;gcnéy additio 1">l m‘?.\' t‘
services (tests or services non-required by the Protocol or performed in excess of l’.roz yeol “ \ 'kzbtb 8
shall not be reimbursed hereunder without the prior written consent of the !;‘P()NQ()R R el

ARTICLE 11. CONFIDENTIALITY AND RESTRICTED USE

;:)llhll\l::l:_l:]k:(r)n:;:“(;"l dlSL:h)b‘cd or provided h?/ the SPONSOR or produced during the Study, including but

e c.d ,ml;x.o'l, lljc.lru\'cSIngll()!' 5 brochure and CRF/e-CRF, the results obthined diivines

?JJ_(;:’Q\ B e T.h tz )’, t!c"hnz_mgl‘::l terms of the Contract (hereafier the "(‘r()llﬁ('k‘lllikbrlnful'll;'!i.

IR\ the Confidentis ¢ INVESTIGATOR and the INSTITUTION agree to keep confidential aiid n ':'tvjt‘“)' dis
: L idential Information to any li)lrd party without the prior written approval of lh?é 'SPSN; R

TQ: ‘r‘::; TR E ‘-‘KGL;,.I.,!{..,.AM P AT AL RS \. o ;
4 &,ﬁ-{ ™ v \ ,&MM\M(
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ormation salely tor the purposes

INVESTIGATOR and the INSTITUTION shall use the Confidential Inl
of the Study.

ata confidentiality in relation to
volved in the Study. Each
restricted  use. The

11.2 Furthermore, the Parties agree to adhere to the principles of personal d
the Subjects. the INVESTIGATOR, the INSTITUTION and the Collaborators in
Collaborator shall be subject to these obligations of confidentiality and
INVESTIGATOR shall inform the Collaborators of the confidential nature of the Study and will only
provide them with the Confidential Information that is strictly necessary tor the accomplishment of their
acts.

11.3 Confidential Information shall not include information that: (1) is at the time of disclosure, or
thereafter becomes, publicly availabie through no faultof the INVESTIGATOR or the INSTITUTION: (2)
is disclosed to the INVESTIGATOR or to the INSTITUTION by a third party entitled to disclose such
information in a non-confidential manner; (3) is known to the INVESTIGATOR or to the INSTITL ?'I'IQN
prior to disclosure under this Contract, as shown by the INVESTIGATOR's or the INSTITUTION s prior
written records: (4) can be documented to have been independently developed by Study Site’s pcrso!mcl
without reliance on Confidential Information; or (5) is required by applicable law to be disclosed, pm\‘ldc.d
that the INVESTIGATOR or the INSTITUTION give the SPONSOR prompt notice of such fact so Lll}ll it
may obtain a protective order or other appropriate remedy concerning any such disclosure, cooperate fully
with the SPONSOR in connection with its efforts to obtain any such order or other remedy, and disclose.
where disclosure is necessary, only the information legally required to be disclosed.

ned herein are applicable during the term

11.4 The obligations of confidentiality and restricted use contai
ry whichever is later.

of the Contract and shall survive for 10 (ten) years from its date of termination or expi

ARTICLE 12. RECORD RETENTION

all retain and preserve one (1) set

The INVESTIGATOR and the INSTITUTION through the Study Site sh
from the date of the last visit of

only of all original data generated in the course of the Study for 5 years
SPONSOR to the Study Site after the Study is completed (“Retention Period™).

The SPONSOR must be informed in writing of any change of address or relocation of the Study files and
of the INVESTIGATOR /the INSTITUTION during this period. .

Following the Retention Period, as instructed by the SPONSOR, the INVESTIGATOR and/or the

INSTITUTION will either forward such records to the SPONSOR at the SPONSOR s expense, retain such
records for a reasonable additional charge to be mutually agreed , or destroy the records, and send the
SPONSOR proof of such destruction. Subject files should be retained as per GCP requirements as defined

in the Protocol and in compliance with local regulations.

ARTICLE 13. DATA PROTECTION

13.1 The Subject data, the INVESTIGATOR s data, the INSTITUTION’s data and Collaborators’ data,
which may be included in the SPONSOR's databases, shall be treated by the Parties in compliance with all
applicable laws and regulations.

13.2 The SPONSOR also collects specific data regarding the INVESTIGATOR and the Collaborators
which may be included in the SPONSOR's databases, shall be treated by both Parties in compliance with
all applicable laws and regulations.

13.3 When archiving or processing data pertaining to the INVESTIGATOR, the Collaborators, the
INSTITUTION and/or the Subjects, the SPONSOR shall take all appropriate measures to safeguard and
prevent access to this data by unauthorized third party.

ARTICLE 14. PUBLICATIONS AND COMMUNICATIONS

14.1 The INVESTIGATOR and the INSTITUTION undertakes not to make any publication or release
pertaining to the Study and/or results of the Study without the SPONSOR’s prior written consent, being

understood that the SPONSOR will not unreasonably withhold its approval.

e I yep EE‘T?“
_1t4.2 Thlc INVESTIGATOR and the INSTITUTION shall not use the name(s) of the SPONS( %
its employees in advertising or promotional material or publication without the prior wri
s I a the prior written consent of the
SPONSOR. The SPONSOR shall not use the name(s) of the INVESTIGATOR, the. INSTITUTION and/or
? T, Cdndanhara, s i
¢

nygg;é\ the Collaborators in advertising or promotional material or publication wi /i ed AT piorS
% 2 3 publication without having received:their ,
'5(\ “2\\ Written consent(s). Yeiepoy 5 i
m\ %

° i s
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4.3 The SPONSOR has the ri . .
1 The SPONSOR has the vight at any time ta publish the results of the Study.

ARTICLE IS PROPERTY RIGHTS

al Product and equipment pros jcded

15.1 All Confidential Information, documents, materials, [nvestigation
vin the sole and exclusive

by the Sl QT\\OR (hereinafter collectively “Information™) are ane shall renmi
property of the SPONSOR,

Th? INVESTIGATOR and INSTITUTION shall not and shall cause the € ‘ollaborators not o mention any
Information in any application for a patent or any other intellectual property rights whatsoever.

and inventions which arise directly or indirectiy from the
[ the SPONSOR or its designee. For
ign to the

15.2 All the results, data, documents, discoveries
Study in any form, shall be the immediate and exclusive property ©
this purpose. the INVESTIGATOR, the Collaborators and the INSTITUTION presently ass
SPONSOR (or its designee) all intellectual property rights (including all patents. copyrights. (l:zt:x!ms'c:« and
any application or right to apply for registration of any of those rights) which may arise directly or indirectly
from the Study and all existing or future materials created in relation to the Study.

tion. without any limitation to its property right
»ayment. The SPONSOR shall be under no
s of the Study, issued under this Contract.

15.3 The SPONSOR may use all the results at its own discre
(territory, field. continuance, ete.), and without any additional |
obligation to patent, develop, market or otherwise use the result
ARTICLE 16. LIABILITY — INDEMNIFICATION — INSURANCE

ed to a liability insurance policy to cover its liabi
provide the INVESTIGATOR and/or the INSTITU

16.1 The SPONSOR agrees that it has subscrib lity as
required by applicable law. The SPONSOR will [TON
with a certificate of insurance.

16.2 The insurance subscribed to by the SPONSOR does not release either the INVESTIGATOR or the
INSTITUTION from their obligation to maintain their own liability insurance policies.

16.3 The SPONSOR agrees to indemnify, hold harmless and defend the INVESTIGATOR, the
INSTITUTION, and the Collaborators (“Indemnitees™) from and against any and all claims and suits.
including reasonable attorneys’ fees incurred in the defence thereof, arising out of an injury to a Subject
(including death) caused by the administration of the Investigational Product or the performance of any
procedure required under the Protocol as per Indian laws, except to the extent such claim or suit is

attributable to:

he terms of this Contract, the Protocol or any written instructions from the

(1) a failure to adhere to t
he administration of the Investigational Product or the performance of any

SPONSOR regarding t
required procedure;

(2) a failure to comply with any applicable laws, regulations and government requirements (including,

without limitation, obtaining informed consents); or
(3) the negligence or wilful malfeasance of the Indemnitees.

The SPONSOR shall have no obligation under this Article, however, unless: (i) the SPONSOR is promptly
such claim or suit; (ii) the Indemnitees cooperate fully in the handling thereof? and (iii) the
SPONSOR has sole control over the disposition of such claim or suit, including the selection of counsel
and any settlement thereof, provided, however, that no settlement shall include an admission of liability
on the part of the Indemnitees without their prior written consent, which consent shall not be unreasonably

notified of any

withheld.
ARTICLE 17. AUDITS AND INSPECTIONS

17.1 ¥or the purpose of ensuring compliance with the Protocol, Good Clinical Practice and a plicable
rcgulau{:ry requirements, the INVESTIGATOR and the INSTITUTION shall permit audits by or pn behalf
of the SPONSOR and inspections by applicable regulatory authorities. :

4"’aT {.Ej”"

Ylhc ISJVI:SI l(i{\'l‘(‘)l( agrees 10 allow the auditors and/or inspectors to have direct aceess o I\is/llér Study
ecords and to Subjects files for review, being understood that this personnel is bound by profcssion:il

ape O

Scc ol LR+ ae . : H > TR’ 3 s H i i
recy, and as such will not disclose any personal identity or personal medical inféEmagioi

_MM“M{L }'),Y :"p{‘{\( K\}t@ﬁﬁ?‘/?”' R Q 1 \
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17.2 The INVESTIGATOR - o

performance of any audit |I|\ ld'm‘. ”“. INSTITUTION shall devote their best efforts to facilitate the

the SPONSOR sicce e v mspeetion and shall give to the SPONSOR or to any person designated by
' aceess to all necessary facilities. data and documents.

.3 AS S00n as cither the INVEQ T A
::zlll\‘:;i:st‘;‘ll‘:‘i-k<‘l:1:T][ i[l"":‘:-ll"\\"lli:\ l 1( iA I_( IR or the INS'!'I'I UTION |x notified nl’:} l:lllllr(.‘ im.'p.cc.linu I)}"lhc
The information hat aci LS SPONSOR and authorize the SPONSOR (o participate to this inspection.
: rmation that arises from the inspections by the regulatory authorities will be immediately
communicated by the INVESTIGATOR and/or INSTIT! 'TION to the SPONSOR. i

1-17’(4)\“\1&‘ {N\’ I?b_l Ki:-\'l’( )_R :md- the INSTITUTION shall take appropriate measures rcq‘uircd by l!lc
SPONS ()l.\ to take corrective actions without delay in order to solve all problems found during the audits
Qr mnspections. )

17‘5 l.l.., 5 expressly agreed between the Parties that the SPONSOR will not compensate the
lN\f ESTIGATOR and/or the INSTITUTION for the audits and inspections and that the assistance and
&.l\"illlﬂbilil_\' of the INVESTIGATOR or the INSTITUTION for the audits and inspections, if any, is
included in the amount mentioned in Exhibit 1.

17.6 The rights and obligations under this Article shall remain in effect for a period of five (5) years after
the end of the Study.

ARTICLE 18. TERMINATION OF THE CONTRACT

This Contract may be terminated: (1) by a mutual written consent of the SPONSOR, INVESTIGATOR
and the INSTITUTION on immediate basis: or (2) by the SPONSOR upon serving thirty (30) days prior
written notice to the INVESTIGATOR and the INSTITUTION.

In the cvent this Contract is terminated, the SPONSOR will be responsible for compensating
INVESTIGATOR and/or the INSTITUTIONfor actual activities performed hereunder in accordance with
the terms of this Contract and reasonable non-cancellable expenses incurred prior to notice of termination
if such expenses were required under the Protocol and contemplated within Exhibit 1. Any funds paid in
advance will be prorated and any excess funds will be returned to the SPONSOR. The INVESTIGATOR
shall provide the SPONSOR with all documentation required by the Protocol and applicable laws and
regulations and any equipment provided by the SPONSOR in connection with the Study no later than

ninety (90) days after the completion or early termination of the Contract.

The terms and conditions of Articles 11,13,14,15,19 shall survive the expiration or earlier termination of

this Contract.

ARTICLE 19. DEBARMENT AND SENTENCING FOR MALPRACTICE

The INVESTIGATOR and the INSTITUTION represent and warrants that neither he/she nor any
Collaborators /INSTITUTION involved in conducting the Study nor any member of the staff of the

INSTITUTION, has been debarred, excluded, disqualified or restricted in their ability to practice medicine,

participate in a clinical trial, or perform services in connection with the evaluation of a pharmaceutical

product under any laws, regulations or professional code of conduct.0.

The INVESTIGATOR shall immediately notify the SPONSOR should he/she or any Collaborators
involved in conducting the Study, be so debarred, excluded, disqualified or restricted, or should a procedure
or action be initiated against any of them that could result in their being so debarred, excluded, disqualified
or restricted, at any time during the term of this Contract and during the twelve months following the

expiration or termination of the Contract.
ARTICLE 20. CONFLICT OF INTERESTS AND FINANCIAL DISCLOSURE

The INVESTIGATOR shall ensure that he/she and the Collaborators involved in this Study at the
INVESTIGATOR s Study Site provide the SPONSOR with the appropriate financial disclosures required
for compliance with DCGI, on such forms as the SPONSOR may supply or approve.

ARTICLE 21. MISCELLANEOQOUS ESTED

21.1 The Protocol, the Contract and all others documents exchanged between the Parties constitutes the
whole undertaking of the Parties. All appendices attached hereto shall be deemed ?(&ﬁe;’im(mﬁm%hgtgjlb
Reqistrapsl s
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20.2 Any work perti

soes TAVN ’ orme ) \ NI . )
this Contract \*h'lll be ¢ “:d. :"\ the INVESTIGA TOR, the Coilaborators and/or the INSTITUTIC IN under
yarmers or acents ol oy “Ed to be pertormed by them as independent contractors and not as employees,
pariners or agents ot the SPONS( W No P . peh ) ! ot s e
o bind the other Part - No Party shall have the authority, cither express. implicd or apparent.

{ \ v i d v . . . . P R

linations in : arty, except to the extent that same may be consistent with the performance of that Party’s
obligations i accordance with the terms of this Conteet '

21.3 Except as otherwise ¢ . i ik
Neept as otherwise expressly mentioned hereinabove, any natification shall be made by mail or fax.

2141 c&ilhcr Party is prevented from fulfilling its obligations in accordance with the terms of this Contract
‘f“" o force majeure (as defined by competent law and/or competent court), this Party shall be released
1r-0m performance to the extent that it is so prevented from doing so for the duration of the intervening
circumstances. The Party wishing to claim relief on the grounds of the said circumstiances shall notify the
other Party in writing without delay on the intervention or cessation thereof. The Party s0 prevented from
fulfilling its obligation shall devote its best endeavors (o remove or avoid the impediment as soon as
possible. If the Party is prevented from fulfilling its obligations under this Contract due to foree majeurc
for a period exceeding two (2) running nmn(hs.“cuch Party shall have the right to terminate this ("0ntr:u:l
by registered mail with acknowledgment of receipt. The termination will become effective forthwith.

in relation to any term hereof shall be deemed a

2 = M .
21.5 No indulgence granted by either Party to the other
any other term hereofl.

waiver of such term or prejudice the later enforcement of that or

21.6 Should a provision of this Contract in any manner whatsoever contravene any applicable laws an_d
regulations. such provision shall be deemed to be severable and shall not affect any other provision of this
Contract. nor affect the enforceability of those remaining provisions which are not in contravention of any

law and regulation.

21.7 The Contract is concluded by the SPONSOR intuitu personac. Hence, the INVESTIGATOR and the

INSTITUTION shall not be allowed to transfer totally or partially the obligations the SPONSOR charged
them with, nor to subcontract them without the prior written consent of the SPONSOR. The
INVESTIGATOR and the INSTITUTION shall, where applicable, transmit to the Collaborators the
Contract and shall cause them to abide by its terms and conditions. The SPONSOR may transfer this
Contract to a successor in interest to its business by reason of any merger, acquisition, partnership, license
agreement or otherwise, provided that the assignee is subject to the terms and obligations provided in this

Contract.

21.8 This Contract constitutes the entire agreement between the Parties relative to the subject matter hereof
and supersedes all representations, warranties, agreements or undertakings previously made relative to such
subject matter, and no such representations, warranties, agreements or undertakings shall be any force and
effect unless contained herein. No variation of any terms and conditions of this Contract will be binding
upon the Parties unless committed in writing and signed by them respectively.

21.9 This Contract shall be governed by the laws of India.Prior to taking any legal action. the Parties shall
endeavor to settle by amicable arrangement any disputes arising between them regarding this Contract.
Should the Parties fail to reach an amicable settlement, the Parties agree to submit to the exclusive
jurisdiction of the courts of Mumbaiand they waive any other forum to which they may be entitied by
reason of their present or future address or for any other reason. i : g

21.10 No Party may assign or novate its rights, interests, liabilities or obligations under this Contract or
any part thereof without the prior written consent of the other Parties, such consent not to be unreasonably
withheld or delayed. 3

R e e T e O o
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9

IN WITNESS WHER EOT
in three Aumm -?-\J tEREQF, ”fc Partics hereto have caused this Contract to be duly executed on their behalf
erparts, each of which shalt be deemed to be an original, as of the Effective Date.

ALKEM LABORATORIES LIMITED
Yl (S Jlom—""
[ -

Name: Dr. Akhilesh Sharma
Designation: President & Chief Medical Officer

INVESTIGATOR

\\xmmw&w

Name: Dr. Manjunath Shenoy -
Designation:Principal Investi;.gatlo;i SR al

INSTITUTION
E%%‘ﬂ\ ‘jgg‘g/ R
7 M oS 21 egistrar
; 1 qu[:o ~ YENEPOYA
Name: Dr. K.S.Gangadhara Somayajt {Deemed to be University)
Designation:
ATTESTED
; )
e e ;
mitials SPONSOR mitials INSTITUTION mitials INVESTIGATOR
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The above fees is inclusive of Investigator, coordinator, Nurse, Phleboto
administrative cost such as OPD fees/admission fees, [nsti

2.

a2
J.

9.

10

The SPONSOR Sl . EXHIBIT 1
accordance with tl I‘I ay Investigator fees per visit as per table helow for su
’ 1¢ Protocol and who has completed these visits as per protoco

bjects included in
| requirement.

SPIRONOLACTONE STUDY

Site Budget i i '“
T Pl grant | Total

= |

Visit. No " Particulars CRC Fees ! ,
i ' Non PK i i
{ l
e SR o B I SN . O I |
P Screening 500 | 2.000 | 2500 |
, ¢ B —so0 | 200 L e
} 2 Baseline - W0 000 | 3000 1 4.000 |
|3 w2 T 7500 | 2,000 | 2,500 |
L4 e ST S50 2000 | 2,500 |
B T Tws 300 | 2000 | 2,500 |
<, B —— N
7 v | __ 500 | 3.000 | _-?-399__"1
Per Patient Grant (A) T ——4[ 4,_660" l "”00_9_ {_ ; 2__"’209 .
Additional Grant (B) T ,___,__#F__,_,,.,___.-—‘
1 Screenfailure (20%) P [ 3,000 i
. e(20%) | l —
2 Lab Cost o ’_'_’-5-_ m—_ M’—’i—{}(‘}_':l:l(l_m)_ i
3 Instituitional  Overheads i 25 \
(30%) !
, oy § m——
Total r 26,000 ‘
uy.@g______,__,,___L/“ L ,

mist, Social worker fees, any other
tutional overhead charges, etc.

Ethics Committee fees will be on actual basis.

A subject is considered as having completed the study when he/she has completed the specified

study period, and is evaluated as per the Protocol.

The patinet will be provided with Rs. 500/- as a travel reimbursement for each visit.

Start up cost Rs. 15000/- to be paid initialy, Arxchival charges for 5 years will be 25,000/-, will be
paid at closeout visit.

In case of subjects recruited but not having completed the study, the amount to be paid will be
calculated according to the fees of the visits actually performed by that subject. No payment will
be made for an incligible subject incorrectly randomized into the study or in case the subject did
not complete the study due to negligence, malpractice, breach of protocol, willfully wron-e, act or
omission on the part of the INVESTIGATOR/INSTITUTION. 5

Sites to Procure Camera Model Sony DSC W830 Cyber-Shot 20.1 MP Point and Shoot Camera
with 8X Optical Zoom and also tripod stand to have stability in images. This model can be
purchased from amazon or any other convenient platform to site. Combined Cost approved for
Camera and tripod is upto Rs. 10000/-, this will be reimbursed on submission of invoice with
supporting’s.

7A zum of Rs S,QQO/- (Three thousand only) per subject will be paid as investigator fees for upto

..(M;_of screem failure subjects at site, this sum includes investigator fees, patient travel a;nd mcz[:l 5

Lab investigations of screening visit for all sereen failure subjects will be paid as per actuals =
A < ~ LD

rlu’ demull f)l' l. ¢ S . lp(}l ‘"L\ ntation (l‘ 1he
% . |CLlS Vl" b(.. lndd(a to (hb lN )l [ l l.} l l()N
: " C recr e i allb V i \ 1 S o
INvoiices ‘Nl""n 45 days as phl bh]()‘v ‘,‘lycc "CLUU“‘ (l‘:t‘“l.\. >
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h’aymcnt through Cheque:

NAME OF PAYEE |

i |
Name of Payee: !?
D {

{ Address of Payee:
L

SUSI—— 4

Yenepoya Research Centre .'

Deralakatte-Yenepoya University. Mangalore 575018 |

—i

{ PAN/ TAN Number: AAATY1645F
GST No. 20AAATY 1645F1ZC
Payment through wire transfer: B |
Beneficiary’s Account Name: 84690100002628
Beneficiary’s Account Number: | 84690100002628 - *__E
Bank Name: Bank of Baroda o
Bank Address: Deralakatte-Yenepoya University, Mangalore 57501 S_l
IFSC: BARBOVIDEYU(S" letter zero) ]
10.  Goods and Service Tax shall be added to invoiced amount as per indian tax regulations.
11. All payments made shall be subject to tax deducted at source.
12.  The final payment will occur only after:
. The delivery and review of the final data of the study, provided that they shall be ready for
statistical analysis: N .
. The completion of all CRF, including resolution of all DRF and after the positive opinion on the
part of the SPONSOR regarding their filling;
. Receipt of all responses to the DRF from the INVESTIGATOR/INSTITUTION;
. The INVESTIGATOR has returned all remaining Investigational Product and applicable study

material, if any.

imvﬁzfg

Dre
Ui‘.uanga(}f?am

S
o0Mavaii K ¢

[ i"l i ’
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Certificate No.
Certificate Issued Date
Account Reference
Unigue Doc. Reference
Purchased by

Description of Document’

Description
Consideration Price {Rs.)

First Party

Second Party

Stamp Duty Paid By
Starmnp Duly Amount(Rs.)

INDIA NON JUDICIAL

Government of Karnataka

e-Stamp

IN-KAB4185954844788S

- 16-Jul-2020 01:13 PM
NONACC (F1)/ kacrsfl08/ MAHALAKSHMI/ KA-BA
SUBIN-KAKACRSFL0870946004202181S
REMIDIO AND BIO DESIGN
Articie 12 Bond
CLINICAL TRIAL AGREEMENT

o]
(Zero)

REMIDIO AND BIO DESIGN.

YENEPGYA DEEMED TO BE UNIVERSITY
REMIDIO AND BIO DESIGN

100

(One Hundred only) L
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Please write or type Lelow this line

Clinical Trial Agreement

4. . . e -
The purpose of this Clinical Trial Agreement is to enable the Parties to enter into an

agree‘ment for a single-centre, open label study to establish the efficacy of mechanical
ventilation device (RespirAlD R20) designed for the purpose of providing breathing support
for those patients who face difficulty in breathing.

L g ATTESTED
PREAMBLE

This CLINICAL TRIAL AGREEMENT (This “AGREEMENT”), effectVézag:0f 6okt 2020 The

\ i¥érsity Roar
: Sty Koad, Deralakatt
/ g.ﬁulahane
U

~ Mangalore- 575,01

o ald 1
A\ \/:~ Ul DIV
- gt 0
- . |
fis Stanip Carlificate shoula be verificd al"wwvsl
itAnvalid.
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51-2/12, it Floor, Vacuum Techniques Compound, 1st Cross Road, Peenya Industrial Area,
Phase-l, Bengaluru, Karnataka 560058 & Biodesign Innovation Labs Pvt Ltd, 2nd Main, No.
57/65, C.L.Layout, Hosur Main Road, DRC Post, Bangalore, Bengaluru (Bangalore} Urban,
Karnataka, 560029 (herein after referred as the ‘Sponsor’},

AND

Yenepoya (Deemed to be University), University Road, Deralakatte Mangalore, Karnataka
575018 (herein after referred as the ‘institution’)

AND

Dr. Meghna Mukund, Assistant Professor, Department of Anaesthesia and Dr. irfan,
Associate Professor, Department of Respiratory Medicine, Yenepoya Medical College
Hospital, Yenepoya (Deemed to be University), University Road, Deralakatte Mangalore
575018, Karnataka 575018 (herein after referred as the ‘Principal investigators’).

WHEREAS the purpose of this Agreement is to enable the Parties to enter into an agreement
under standardised legal terms;

WHEREAS the Sponsor is an entity involved in the reséarch, development, manufacture and
sale of RespirAlD R20 — Automated Ambu Bag Repiratory Assist Device.

WHEREAS the Sponsor is developing new products for its business expansion.

WHEREAS the Institution is engaged in the business of general education in areas of interest
to the sponsor.

WHEREAS Sponsor has requested Institution’s employee, Principal Investigators, to conduct
the Study on behalf of Institution involving the Study Product according to this Agreement,
the Protocol including subsequent Protocol amendments and;

WHEREAS Principal Investigators is equipped and authorized to undertake the Study and

Principal Investigators have agreed to perform the Study on the terms and conditions
hereinafter set forth;

NCW THEREFORE, in consideration of foregoing promises and the mutual covenants
contained herein, the parties hereto agree as follows,

APPLICABLE LAW AND REGULATIONS )
The Parties shall comply with all applicable national and international laws, regulations and

guidelines, especially those governing the conduct of clinical trials, dealings in medicinal

products, responsibilities of clinical Investigators, informed consents, protection and privacy
of personal data and storage of data and records, including, without limitation, the ICH
Guidelines and the European Guidelines on Good Clinical Practice (hereinafter referred to as
“ICH-GCP”), Good Laboratory Practice, the revised versions of the Declaration of Helsinki
Directive 95/46/EC and Directive 2001/20/EC of the European Parliament and of the
Council, and professional industry association regulations.

ATTEBTED
ETHICS COMMITTEE (EC) - AUTHORIZATIONS
i . -
) Dr. Cangad{_\l;:ra Somayaji K.,
. 31‘1, ¢
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Institution/Principal Investigators shall assist Sponsor in obtaining all necessary approvals
from the Ethics Committee, hereunder but not limited to the Protocol and its amendments
and informed consent form, and relevant regulatory authorities.

in the event that EC requires amendments in the Protocol or informed consent form, such
amendments shall be agreed upon by both the Institution/Principal Investigators and
Sponsor and be documented in writing.

CONDUCT OF STUDY

The Parties shall conduct the Study in accordance with the Protocol (Annexure 1} and its
amendments, the terms of this Agreement, and the terms and condmons of the approval of
relevant authorities. -

Institution/Principal Investigators shall adhere to separate manuals and specific procedures
provided by Sponsor applicable for conducting the Study.

institution/Principal Investigators shall ensure that ali the Institution's employees and
collaborators, who are involved in the Study fully, understand and adhere to the Protocol
and the obligations of both the institution and the Principal Investigators.

PRINCIPAL INVESTIGATORS )

The Institution oversees the conduct of certain clinical trials managed by the institution
faculty members {each person as “Principal investigators”}. The Principal investigators shall
perform the trail at the Institution. The principal Investigators will be responsible for
conducting this trail. Dr. Meghna Mukund and Dr. Irfan of the Institution shall serve as the
Principal investigators.

DATA AND SAFETY REPORTING

Institution/Principal Investigators shall submit written reports, in accordance with all laws,
regulations and guidelines including the Ethics Committee standards, to Sponsor and the EC
regarding the Study being conducted at the Institution on request.

RECORD MANAGEMENT |
Institution may store Study documents on site or at a mutually agreed third party site at
Sponsor’s expense. Such documents will only be accessed with the written consent of the
institution/Principal Investigators. In case of retrieval of the Study documents, stored on
behalf of the Institution/Principal Investigators, prior written authorization is required. if the
institution/Principal Investigators wants to move the Study documenits to another location,
the Sponsor must be notified in writing.

Institution/Principal investigators shall maintain accurate data collection and up-to-date
records of all Study subjects; Institution/Principal Investigators shall record and evaluate all
Adverse Events experienced by the Study subjects in accordance with the Protocol.

ATTES

STUDY PRODUCT
Sponsor shall provide free of charge, or as appropriate, retmbbarée Institution for materials
that Sponsor is required to provide per the Protocol mdudv\eg Stu&lg ﬁ%ﬁﬁgﬁm«éﬁﬁw for

“hoja
n
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the conduct of the Study.
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‘Institution/Principal Investigators shall ensure that the Study Product are handled correctly
and stored securely for the duration of the Study and any period thereafter as required by
applicable law or this Agreement, whichever is later, in accordance with the Protocol.Only
those persons who are part of the study team or under the supervision of the Principal
Investigators shall have access to the Study Product.

Institution/Principal Investigators shall not use the Study Product for any purpose other
than the conduct of the Study.

Upon termination or completion of the Study, all unused Study Product shall be retained as
mutually agreed upon or shall be returned to Sponsor at Sponsors expense.

INFORMED CONSENT
institution/Principal Investigators undertakes to use the participant information sheet as
approved by the Ethics Committee and to obtain written informed consent from each Study
subject prior to inclusion or initiation of any Study specific procedures for screening
according to the Protocol.

STUDY SUBJECT ENROLMENT

institution/Principal investigators shall make reasonable efforts to ensure that the
recruitment target of eligible subjects in accordance with the Protocol is met timely and that
data from ail eligible Study subjects are available on or before the expiration of the Study.

TERM

This agreement begins on the effective date and ends upon receipt by the sponsor all the
data generated by the Investigators and after completion of the close out activities at site
including the archival. Either party can terminate the Agreement by giving 30 days written
notice to the other party.

CHANGES TO THE PROTOCOL .

Any party who becomes aware of the need for a deviation from the Protocol will
immediately inform the other Party to this Agreement of the facts causing the deviation as
soon as the facts are known te the party. The Sponsor may also, from time to time, make
changes to any Sponsor-initiated Protocol. Any such changes may not be implemented
before approval by the other party and the Ethics Committee.

CONFIDENTIALITY ’
The institution will not disclose confidential information unless it is necessary for this study.
Any information considered by the Sponsor to be confidential will be clearly marked by the
Sponsor, in writing, as ‘Confidential’. Any information that is transmitted orally or visually, in
order to be protected hereunder, shall be identified as such by the disclosing party at the
time of disclosure, and identified in writing to the receiving party, as Confidential
information. Except as required by law or with permission from the Sponsor, the Institution

will not disclose confidential information for a period of 2 years fr ﬁd of this
agreement. This obligation does not apply to information that was known nstitution
prior to its receipt from the Sponsor, is independently devel ed by thé-nstitution, is

required to be disclosed by law or regulation, or becomes known at aaﬂeﬂf&gg fgmhm! parties
through no fault of the Institution. The Institution will use reas?)?f&ﬁ)’é(%ﬁgl% to pratee e
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Permitted Disclosures: 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 mentioned under this
agreement;

(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 personnel at other study sites as required for the performance of the
Study;

{d) is disclosed to a physician or a Study Subject as reasonably necessary or appropriate
in cannection with the medical treatment of the Study Subject;

(e) is disclosed to employees of the Institution for patient care, but only if such
employees are subject to obligations of confidentiality and non-use at least as
restrictive as those mentioned under this agreement; or

PUBLICATION
The Institution will not publish Trial results nor disclose confidential information received
from the Sponsor without prior written consent of the Sponsor.

INVENTION RIGHTS

Title to any new inventions, developments, or discoveries resulting directly from the Trial
shall solely belong to the sponsor or can be shared by the parties as mutually agreed upon
based on the contribution of each party.

INSTITUTION NAME

The Sponsor will not use the Institution’s names to suggest that the Institution endorses a
product or service. The Sponsor will not use the Institutions’ names without prior written
approval, except to identify the Institution as the Trial site when reguired to do so by law.
The Sponsor shall publicly acknowledge in any forum/form the institution’s contribution to
the conduct of the study.

INDEMNIFICATION

The Sponsor will indemnify, defend, and hold harmiess the institution, its trustees, officers,
agents, and employees from any demands, claims, or costs of judgment that may be made
or instituted against any of them by reason or injury (including death) to any person, or -
damage to property, arising out of or connected with performance of the Trial, provided,
however, the Sponsor will have no liability for loss or damage resulting from failure to
adhere to the terms of the Protocol or the Sponsor's written instructions concerning use of
the Trial product or service, failure to comply with applicable government requirements, or
negligence or wilful malfeasance by the Institution, its trustees, Adigss; ggents, and

employees, but only to the extent that such demands, claims or judgmen e to the
negligence or wilful malfeasance of the Institution, its trusﬁ%aggf rs, agents, and
; »Om"/a iK.
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The Sponsor shall reimburse actual and reasonable medical expenses incurred in treating
any injury or illness to a Study Subject that is directly related to the administration of the
device or the proper performance of any other procedure, each in accordance with the
Protocol and the Sponsor’s written instructions to the Institution. The Sponsor is not
required to provide compensation for (a) other injury- or iliness- related costs {such as lost
wages), (b) medical expenses that are paid for by a third party (provided that neither the
Institution nor the Study Subject shall be obligated to seek reimbursement from a third
party insurer}, {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 iliness unrelated
to the test/device and unrelated to the proper performance of any other procedure
required by the Protocol or Sponsor’s written instructions to the Institution.

in case of any injury to the Study Staff or to the participant due to malfunction of the device
or due to improper instructions or training by the Sponsor for the use of the device; the
Sponsor shall reimburse actual and reasonable medical expenses incurred in treating any
injury or iliness. The malfunctioning device shall be replaced by the Sponsor without any
cost to the Institution.

LIABILITY AND INSURANCE

Sponsor carries general liability and product liability insurance or is self-insured in an
amount sufficient to support its obligations under this Agreement. Sponsor shail provide
Institution with certificates of insurance evidencing the required insurance coverage.

OWNERSHIP OF DATA AND RECORDS

All rights, title, and interest in (i) the 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 (including, with respect to the data contained in such case report
forms, electronic databases, and reports, only the compilation of data or any substantially
similar compilation) (collectively, “Study Deliverables”), {ii) the Protocol, (iii} the operations
manuals provided by the Sponsor for use at the Study site, and (iv) any other scientific,
technical, business, or other data or information relating to the Drug or this Agreement that
is disclosed to the Institution by the Sponsor ((ii} through (iv) collectively, the “Sponsor
Data”), including copyrights in the Study Deliverables and the Sponsor Data, shall be the sole
and exclusive property of the Sponsor. All rights, title, and interest in (x} “Source
Documents” (as defined by International Conference on Harmonization {ICH) Guidance E6

“Good Clinical Practice”) generated by the Institution in the course of the Study, and {y) all -

documents other than the Study Deliverables that the Protocol requires the Institution to
deliver to the Sponsor, shall be the sole and exclusive property of the Institution; provided,
however, that Sponsor shall have the right to use the information and data contained in the
documents described in clause (y) for any purpose whatsoever, subject to Applicable Law
and the terms of the Informed Consents. TTESTED

USE OF NAME

Neither Party may use the name, logo, or trademark of the qther @ﬁs@gg?mpﬁwses or -

affiliates in any press release, publicity, or advertlsmg without gﬁ& ptmr‘&vmxem aapg;g@ of
the other Party, except as required by Applicable Law or expressf’y bam;&ﬁﬁtm thls
Agreement. £SO
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PAYMENTS

The Sponsor shall make payments to Institution according to the payment schedule
attached hereto as Annexure Ii {the “Payment Schedule”} and shall reimburse the institution
for post-termination expenses.

TERMINATION OF AGREEMENT
This Agreement may be terminated:
- By either Party upon thirty (30) days prior written notice.
- Upon the occurrence of an event qualifying as a termination event.

If this Agreement is terminated before completion of the Study, the Institution shall cease
enrolling Study Subjects immediately (or, in the case of termination by the Sponsor, as soon
as the Institution has been notified of such termination), and shall cease conducting the
procedures set out in the Protocol to the extent that doing so is medically permissible and
appropriate. The Sponsor and the Institution shall negotiate in good faith on the subseguent
treatment or transfer of the Study Subjects. In case of termination of the Study before
completion, the Sponsor shall reimburse the Institution for (i) obligations incurred in
accordance with the Study budget that cannot be cancelled or mitigated by the Institution
using reasonable efforts, (ii} reasonable costs incurred in connection with the safe
withdrawal of Study Subjects from the Study, and (iii} mutually agreed post-termination
expenses.

AMENDEMENT v

This agreement represents the entire understanding of the parties with respect to the
subject matter. Any modification of this agreement must be made in writing and signed by
the parties.

ENTIRE AGREEMENT; COUNTERPARTS .

This agreement together with all attachments and exhibits constitutes the entire agreement
and understanding between the parties and supersedes any prior or contemporaneous
negotiations, agreements, understandings, or arrangements, of any nature or kind, with
respect to the subject matter herein. In the event of any inconsistency between this
agreement and any Protocol, the terms of this Agreement shall govern. This Agreement may
be executed in any number of counterparts, each of which shall be an original and all of
which together shall be one document binding on all parties. :

SEVERABILITY

The invalidity or unenforceability of any term or provision of this Agreement shall not affect
the validity or enforceability of any other term or provision of this Agreement.

' ATT%D
WAIVER i

No waiver of any term, provision or condition of this Agreémeﬁtwt‘%‘l&?{b&n&%}mg or AN
otherwise in any one or more instances shall be deemed to bdeﬁﬂ%ﬂﬁﬁﬁﬁé&?h»%@&ﬁﬁr N\\}, )
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ACCEPTANCE

IN WITNESS WHEREQF, the parties hereto have caused their duly authorized representatives

to execute this Clinical Trial Agreement as of the date first written above.

SPONSOR 1
Signed By:

Name: Nﬂ/l -
Title: Heod OPgmbon,S
Address: 0 myidis <Imnevaliv /eo(,,}ﬂw},«/rf (K

@v?alum ~ 560053

INSTITUTE ‘
3 . / . } 7~ '\‘ .
snedsy. (4 Dot 0ot
- (_ :

Name: Dy -KS CAnNgaewaeh SeMavAST
Title: REGISTRM
Address: v a b '- he Unlyersity!

University Road, Oaralakatte

Manaalore 573 018

PRINCIPAL INVESTIGATORS

g Pvilid.

1

: .o Innoyation Lad
For Biodesign Innovalof &

SPONSOR 2
Signed By:

Name: (@ BUTHAM PASUPULETY.

Title: CEOXfMD |
OW)S DV\LAB P vt H

. ' 5 ™
Address: B o&vndn i o e et

i hereby acknowledge that | have read and agree with the terms of this Agreement, and that
I will act and perform my duties in the study in accordance with the content of this

Agreement.
A
Signed By:
MEGHNA MUKUND

Name:

Tite: INVESTIGATORT - *

Address:

PERR LAKATTE

ASSOCiATE  PROFESSOR
pT OF AN RESTHESIP Title:

WEDICHAC (BLLEG E
NYENE Pod A Hogplm&,

3 o
\, I (3_./»'//,
Signed By: \\S‘ :

Name: J&6ON

fsgoci ATE PROFE%s‘c-P\_
Dep7 Or QESF‘IKH‘(OKY
Address: V¢ e poya Meoichi

Mw'\cm&
(ol LEGRE
Has P11 AL

DrrALARATTE

- Dr.Gangadhara Somayaji K.S.
Regi

sty

ar
be University)
Yenepoya(Deemed to :

Page

ity Road, Deralakatte
hkjal:\l‘glglrg:g 575 018, Karnataka
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Annexure Il

Payment Schedule

The Institution has agreed fo provide the services outlined in the table below to
the Sponsor as per the Clinical Trial Agreement (CTA) and the charges are
outlined accordingly.

Sk -
No Description Total Cost
1 ICU Charges - 17,500
2 | Investigators fees _ | 60,000
3 | Site Coordinator fees 15,000
4 | Overhead @15% 13,875
Total 106,375
Payment Terms:

GST, Ethics Committee Fees and other investigations are chargeable extra as per
actuals.

Any other services provided by either the Institution or its affiliated
organisations including Yenepoya Foundation for Technology Incubation
(“Incubator”) will be costed extra and a consolidated invoice will be raised by
the Incubator which is payable as per the terms and conditions outlined in the
respective invoice. '

The sponsor agrees to pay 60 % of the total costs before the initi

study and the rest 40 % is payable at the time of compietib’r&aﬁ&l’?@. g
Yenepova(Dee cgistrar i
'ni".v' St} dtob U"‘ )

F'ﬂ'an%’:"‘me{ 5?058((;%{?&,:3!4,‘(5353 y)

' ’e + n K.‘J, 4
For Biodesign Innovation Labs Pvt.Ltd. fhataka
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