
 

 

Metric 3.5.2 

3.5.2.1: Total amount generated from consultancy during the last year 

Sl.No. Training/ 

Consultancy projects 
 2024-25 

1. Clinical trials-3 in number 

2. National Scientific Conclave-2025 

3. Internship Program conducted by Dept. of Forensic medicine, SDUMC 
Kolar.  

4. Conference, Workshop and Internship Program conducted by Dept. of 
Physiotherapy, SDUAHER. 

5 Internship Program in Dept. of Cell Biology and Molecular Genetics, 
SDUAHER. 

6. One day CME on World Intellectual Property Rights day 2025 

7.  Internship Program in Dept. Clinical Nutrition and Dietetics, SDUAHER 

8. One day CME on World Intellectual Property Rights day 2025 

9. NSS Camp conducted by Sri Devaraj Urs college of Nursing 
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CLl NICAL TRIAL AGREEMENT
E RG OME 1) _ INVES TIGATO MINSTITUTI ON

This AGREEMENT is put in efl'ect on the Effective Date and is made between:

Neuraxpharm Pharmaceuticals S.L. with registered offices at Av. Barcelona, 69. 08970 Sant Joan
Despf, Barcelona, Spain (hereinaltcr refemed to as the "Sponsor") represented by ERGOMED whose
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ERGCMEI N

representative is duly authorizerl to sign this Agreement on behalf of Sponsor, under the Letter of
Authorisation issued on 10 July 2024.

and

Ergomed Clinical Research Private Limited, with registered offices at Wing A, Level 4, Dynasty

Business Park, Andheri-Kurla lioad, Andheri (East) Mumbai- 400059, Maharashtra, INDIA; CIN:

U7 3200MH20 I 3 PTC24 9 804 (he lc i nafter referred to as "ERGOMED").

and

R.L. Jalappa Hospital ancl lLcscarch Centre, Sri Devaraj Urs Medical College, with registered

offices at Tamaka, Kolar, I(alrrataka 563103 (hereinafter referred to as the "INSTITUTION')
represented by Dr. Kalyani R, Director, Research & Development Cell, SDUAHER and Dr Rajesh

Venkataraman, Central Trill I\,lonitoring Organization with business address at Adichunchanagiri
Hospital, Adichunchanagiri Ulriversity at B.G Nagara, Mandya, Karnataka -571448.

and

Dr. Bhuma Vengamma (nanrc of the INVESTIGATOR), witl, business address at R.L. Jalappa
Hospital and Research Ccrrlrc, Sri Devaraj Urs Medical College, Tamaka, Kolar, Karnataka
5631O3,(hereinafter ref-errccl to as the INVESTIGATOR).

IIHEREAS:

ERGOMED and the Sponsur cnte rcdinto an agreement by which the Sponsor requested and ERGOMED
accepted to organize ancl nrrnrrst' the conduct of the following clinical trial in the interest and for the

benefit of the Sponsot': "r\ Dorr lrle-Blind, Randomized, Placebo and Active Controlled Study to
Evaluate the Efficacy and Saf'cty of Once Daily, Extended Release Levetiracetam as Add-on
Therapy in Patients wittr Rcrl'ractory Partial Onset Epilepsy", Protocol ,,NXPLEVEl24tP3-
6"(hereinafter: "the Clinical Tria l");

and

ERGOMED and Sponsol ri'istr ti, irrvolve the INSTITUTION and INVESTIGATOR in the Clinical Trial
in the role referred to herein and tlre INSTITUTION and INVESTIGATOR accept such involvement.

IYHEREBY IT IS AGREEI) ,45 FOLLOIIS:

Article 1

Definitions

I . I . For the purpose o I ( lr is Aqreement, the following expressions shall have the meanings attributed

to them below:

"Adverse Evcnt" An1, 1,n1o*urd medical occurrence (including a symptom or disease or an

trlrrrormal laboratory find ing) during treatment with an investigational

Country specific_lNDlA, e ll'ective ?3May2024 
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"Affiliate"

tllrrg or a pharmaceutical product in a patient or a trial subject that

tlocs not necessarily have a relationship with the treatment being

!ilven.

Arry business entity which controls, is controlled by, or is under the
( ()rlilIon control with the Sponsor or ERGOMED. For the purposes

ol'this definition, a business entity shall be deemed to control another

lrtrsiness entity if it owns, directly or indirectly, in excess of 50% of
tlrc voting interest in such business entity or the power to direct the

nurnagement ofsuch business entity. Forthe avoidance ofany doubt,

r\ l'filiate shall mean as well a subsidiary or representative and branch

rrl'llce in any country.

'l his agreement comprising its clauses, schedules and any appendices"Agreement"
lttached to it.

"Case Report Forln" or' "CRF" A printed, optical, or electronic document, prepared by the
:jponsor and/or ERGOMED and completed by the INVESTIGATOR,
tlcsigned to record all of the Protocol required information to be

lcported to the Sponsor on each Clinical Trial Subject,

"ClinicalTrial" 'lhat poftion of the clinical trial referred to and described in the
I)r'otocol, that is to be conducted, at the INSTITUTION, under the
:;rrpervision and direction of INVESTIGATOR, pursuant to the
l)rotocol and subject to the terms and conditions of this Agreement.

"Clinical Tria I P rotl u c i " l,eveti racetam extended-release granul es

"ClinicatTrialsub.icc(" A person Enrolled in the Clinical Trial who meets all of the inclusion
criteria and none of the exclusion criteria set forth in the Protocol and

lrls signed a valid IRB/EC approved Informed Consent Form.

"Data Subjcct" or'"1)ir(ir Principal" Any natural person whose Personal Data is processed in
rccordance with this Agreement and who is listed in Schedule III.

"Enrolment" Iiccruitment (invitation to potential participants in the Clinical Trial for
:;creening), screening (examination of the potential participants in the
('linical Trial by INVESTIGATOR for the purpose of determining the
cligibility as per Protocol criteria, and, if a potential participant in the
('linical Trial is eligible for participation, presentation and discussion
ol'the Clinical Trial implications with the potential participants in the
('linical Trial and obtaining from the potential parlicipant in the Clinical
'llial an Informed Consent Form to participate in the Clinical Trial),
rrncl/or randomization (as defined in the GCP). Also to include "Emol"
irs the verb or any other derivation of the term.

"Informcd Conscu( l:'orn.r" The form prepared by the Sponsor andlor ERGOMED in
con lonnance with the Regulations (as hereinafter defined), in
e orrsultation with the Sponsor, ERGOMED, and the IRB/EC, approved
b.y the IRB/EC and signed by all Clinical Trial Subjects before they
l,cgin to participate in the Clinical Trial.

Country specific_lNI)lA, cl'lictivc ).)May2024
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ERGGI
,,INVESTIGATOII's rcarn" Qualified staff, determined by INVESTIGATOR, who

l,rrrticipates in Clinical Trial e.g. INSTITUTION's employees and/or

INS'IITUTION's and / or INVESTIGATOR's contractors and/or

t'orrsultants.

"IRB/EC" lrrstitutional Review Board(s) or Ethical Committees organized in
lccordance with the Regulations,

,,Party" I;I{COMED, INSTITUTION or INVESTIGATOR and except where

o(herwise provided "Parties" shall mean all of them'

"Protocol" 'i\ Double-Blind, Randomized, Placebo and Active Controlled
,',turly to Evaluate the Efficacy and Safety of Once Daily' Extended
!r.clcase Levetiracetam as Add-on Therapy in Patients with
Iiclractory Partial Onset Epilepsy", Protocol,,NXPLEVEl24lP3-
()"irs arrended from time to time by Sponsor and approved by the

Il(ll/EC and the Regulatory Authority. The Protocol, as it may be

rrrrrended from time to time in accordance with Regulations, is

irrcorporated into this Agreement by this reference as Schedule I.

"Recruitment Pcriorl",lilluary 2025 to June2026, or such later date as may be directed by

"Regulations"

i.ponsor and approved by the competent authorities.

,\ll laws, rules, regulations and guidelines that apply to or govern the

L onduct of the multi-centre Clinical Trial and/or the Clinical Trial,
irrcluding without lirnitation the applicable Drugs and Cosmetics Act,
l()zt0; New Drugs and Clinical Trial Rules,2023;Medical Device
ilrrtcs, 2017; Indian Council for Medical Research Guidelines for
lliornedical and Health Research Involving Htttnan Parlicipants, 2017;
r iood Clinical Practices Guidelines issued by the Central Drugs
ljtrndards Control Organisation; ICH guidelines (including E6: Good
t'linical Practice: Consolidated Guideline, and the ICH Harmonised
lripartite GLrideline for Good Clinical Practice (CHMP/ICH/135195;
lrclcinafter: "GCP"), together with the requirements in Clinical Trial
l)ilcctive 200llz}lEc (4 April 2001) and the related guidance,

rlrriclelines and directives), the most recent version of Standard BS EN
ISO 14155, the World Medical Association Declaration of Helsinki
,rntitled 'Ethical Principles for Medical Research Involving Human

litrLrjects'("Helsinki Declaration"), all relevant laws of the European
I lnion if directly applicable or of direct effect, all lndian laws and all
r(rlcvant regulations and ordinances and all relevant laws and

rt'ilulations regarding data protection and privacy, especially the

i'.cqLrlation (EU) 20161679 of the European Parliament and of the
('orurcil of 27 April 2016 - General Data Protection Regulation or
'(;l)l'R"; Information Technology Act, 2000; Information
l cchnology (Reasonable security practices and procedures and

,crsitive personal data or information) Rules, 2011; Digital Personal

i)rta Protection Act, 2023 (*DPDPA"); (together "Data Protection
i.rrrvs"); and anti-bribery and ethical business conduct, and the

rrrlLrirements of the applicable regulatory authorities and the ethics
('()nunittee and the policies of the INSTITUTION, as any of the
lirlcgoing rnay be amended from time to time, including the Clinical
i lirrl RegLrlation EU 53612014.

Country specific_INDlA, el'('cctivc' r\1ay2024
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"Regulatory Authority" Any federal or state regulatory authority or government official or
authority including the Central Drugs Standard Control Organization.

"serious Adverse Event" An untoward medical occurrence during the Clinical Trial resulting
in death or permanent disability, or hospitalisation of the
ClinicalTrialSubject where the Clinical Trial Subject is an outdoor
patient or a healthy person, prolongation of hospitalisation where the
Clinical Trial Subject is an indoor-patient, persistent or significant
disability or incapacity, congenital anomaly, birth defector life-
threatening event.

The sewices of research and other services to be performed by the
INSTITUTION and INVESTIGATOR in accordance with the Protocol
and under the terms of this Agreement in order to carry out the Clinical
Trial.

The dates set out in Schedule II hereto as may be amended by agreement
between the Parties.

2.1.

ERGCMED

"Services"

"Timelines"

Article 2

Rights and obligations of the Parties

Pursuant to the terms and conditions of this Agreement, INSTITUTION through the efforts of
INVESTIGATOR agrees to conduct the Clinical Trial according to the Protocol.
INSTITUTION and INVESTIGATOR agree to use their best endeavours to recruit
approximately four (4) Clinical Trial Subjects to participate in the Clinical Trial according to
the Protocol and in accordance with the Timelines.

INSTITUTION shall ensure that the INVESTIGATOR uses her best efforts to Enrol only
Clinical Trial Subjects who satisfy the Enrolment criteria according to the Protocol and shall
not knowingly Enrol any participants which in her best professional judgment do not adequately
meet the criteria for Clinical Trial Subjects.

The Sponsor or ERGOMED may request INSTITUTION to stop Enrolment at any time and for
any reason.

INSTITUTION and INVESTIGATOR agree to perform the work required under the Protocol
and this Agreement and to conduct the Clinical Trial with reasonable care and skill and in
accordance with the Protocol, this Agreement, agreed standard operating procedures ("SOPs")
and Regulations.

By signing the Agreement, INSTITUTION and INVESTIGATOR acknowledge that they have

received and reviewed the full text ofProtocol (as herein attached as Schedule I).

INSTITUTION and INVESTIGATOR shall protect the rights and welfare of Clinical Trial
Subjects participating in the Clinical Trial in accordance with the Protocol.

2.3.

Country specifi c INDIA, effective_23May2}24
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2.4.

25.

ERGCMED

2.6.

INVESTIGATOR further represents that NVESTIGATOR's medical license is in good
standing; that INVESTIGATOR has never had a medical license suspended or revoked or
otherwise restricted; that INVESTIGATOR has never been disqualified or otherwise been
restricted in conducting clinical studies by any regulatory authorities and that INVESTIGATOR
is not currently the subject ofany disciplinary actions by any state or federal agency.

2.7. The INSTITUTION and INVESTIGATOR represent and warant that the Clinical Trial shall
be conducted in accordance with Protocol approved by the IRB and the Regulatory Authority.

The Sponsor or ERGOMED may request the Protocol to be amended from time to time. The
INSTITUTION and INVESTIGATOR may apply for an amendment to tlie Protocol to the IRB
and the Regulatory Authority.

Notwithstanding the foregoing, in case of any administrative or logistic changes or minor
amendments to the Protocol or deviations from the Protocol to eliminate immediate hazard to
the Clinical Trial Subject, the NSITUTION shall notify the IRB and Regulatory Authority in
writing of administrative or logistic changes or minor amendmentswithin 30 (thirty) days.

If an amendment to the Protocol is initiated by the INSTITUTION or INVESTIGATOR,
approval from ERGOMED andlor the Sponsor shall be obtained in writing prior to notifying
the IRB and the Regulatory Authority.

2.8. INSTITUTION and INVESTIGATOR sliall arrange for any other relevant personnel required
to carry out the Protocol and shall ensure that at all tirnes during the Clinical Trial there is
enough personnel to support the Clinical Trial. In addition to the Article 2.11., the

country specific-INDlA' effective 23May2024 
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The Parties shall obtain and maintain any and all licenses, permits, approvals required under the
Regulations. Where the NVESTIGATOR obtains and maintains any licenses, permit, or
approvals a copy of the same shall be provided to ERGOMED.

Specifically, INVESTIGATOR shall provide relevant information on the Clinical Trial and
obtain a signed Informed Consent Form from each potential participant in the Clinical Trial (or
his/her legal guardian, as appropriate) before initiating any Clinical Trial specific procedures.

Any proposed modifications to any Informed Consent Form must be approved by both the
IRB/EC and ERGOMED or the Sponsor before being used for the Clinical Trial.

All original signed Informed Consent Forms shall be retained by the INVESTIGATOR and be
available for the inspection by Sponsor, ERGOMED, their representatives and any agency or
their designee.

ERGOMED shall submit to IRB/EC and the Regulatory Authority for the Clinical Trial
approval.

INSTITUTION shall immediately notify ERGOMED and Sponsor if the IRB/EC approval of
the Clinical Trial is suspended, terminated, or made subject to other sanctions by any
government agency. INVESTIGATOR shall submit all required reports to the IRB/EC and
obtain continuing review and approval by the IRB/EC as required by applicable Regulations.

INSTITUTION and INVESTIGATOR each represent and warrant that the INVESTIGATOR
has the necessary expertise to perform the Clinical Trial, and that INVESTIGATOR meets and
shall continue to meet the conditions set out in the applicable Regulations, especially in the
GCP.



ERGCMED
INSTITUTION and / or the INVESTIGATOR shall inform ERGOMED of any change in the
INVESTIGATOR's tearn. The INSTITUTION and INVESTIGATOR shall be solely
responsible for such personnel and Sponsor and ERGOMED shall not be responsible or liable
for the personnel appointed by the INSTITUTION and INVESTIGATOR and such personnel

shall at no point in tirne be construed as employees of the Sponsor and ERGOMED.

2.8.1. The INSTITUTION shall comply with all applicable employment and occupational health and

safety laws and regulations, including those related to employment practices, wages, and worker

classification (such as meal and rest break laws, wage notices, separation pay, and overtime

laws) including but not limited to Minimum Wages Act, 1948; Contract Labour (Regulation &
Abolition) Act, 1970; Workmen's Compensation Act, 1923; Employees' Provident Funds and

Miscellaneous Provisions Act, 1952 as may be amended and replaced from time to time.

2.9. INSTITUTION represents and warrants that it possesses all facilities, personnel and resources

necessary to properly conduct the Clinical Trial; that any laboratory work performed at

INSTITUTION shall be performed at a laboratory that is cerlified under the applicable
Regulations; and that INVESTIGATOR's team is qualified and has the training necessary to
comply with the Protocol and applicable Regulations as well as the appropriate time to deliver
the Services under this Agreement.

2.10. ERGOMED may, at its sole option, arrange for the availability of a study coordinator, duly
qualified by training and / or experience, to manage the administrative functions at the Clinical
Trial site.

2.11. INSTITUTION and INVESTIGATOR shall perfonn the Clinical Trial efficiently and within
the Timelines set out in Schedule lI and the Protocol. INSTITUTION and INVESTIGATOR
acknowledge and agree that when rendering the Services time is of the essence.

INVESTIGATOR shall give written notice to ERGOMED as soon as a delay in the Timelines
can be anticipated.

2.12. INVESTIGATOR shall personally conduct the Clinical Trial and supervise the work of the
INVESTIGATOR's team. INVESTIGATOR and NSTITUTION shall not delegate their
obligations frorn this Agreement to any third party without the prior written approval of
ERGOMED and competent authorities, where required. INVESTIGATOR and INSTITUTION
shall be responsible for supervising any third party to whom they delegate Clinical Trial related
duties and shall remain at all times fully and solely liable to ERGOMED for any performance

undertaken by such third party.

2.13. ERGOMED has the right to replace INVESTIGATOR if there is information available to
ERGOMED that the INVESTIGATOR does not perform her obligations as set out in this
Agreement.

2.14. If the INVESTIGATOR and / or the INSTITUTION respectively retains the services of any

third party to perform Clinical Trial related duties and functions, INVESTIGATOR and / or the
INSTITUTION respectively should: (i) inform ERGOMED thereabout; (ii) ensure this third
party is qualified to perform those Clinical Trial related duties and functions, as per Regulations;
(iii) implement procedures to ensure integrity of such performed Clinical Trial related duties
and functions and any data generated and (iv) remain at all times fully and solely liable to
ERGOMED and the Sponsor for any performance undertaken by any such third parties for the
quality, completeness and fulfiLnent of the work.

Country specif rc_lNDIA, effective_2 3May2024
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2.15, INVESTIGATOR shall timely prepare and maintain adequate and accurate case histories of

each Clinical Trial Subject Enrolled in the Clinical Trial, recording all observations and other

data pertinent to the Clinical Trial.

INVESTIGATOR shall collect clinical data related to the Clinical Trial in accordance with
Regulations in a timely and organized manner that shall allow ERGOMED a complete and

thorough analysis of the clinical findings of the Clinical Trial. INVESTIGATOR shall review
and sign the forms used for data collection in a tirnely fiIanner, including Case Report Forms.

INVESTIGATOR shall follow Clinical Trial Subjects in accordance with the Protocol, and

INVESTIGATOR shall actively seek to contact Clinical Trial Subjects who discontinue and do

not complete all necessary Protocol requirements. Upon completion of the Clinical Trial
(whether prematurely or otherwise) INVESTIGATOR shall co-operate with Sponsor and

ERGOMED in producing a repoft of the Clinical Trial detailing the methodology and results
and containing an analysis ofthe results and drawing appropriate conclusions.

2.16. INSTITUTION shall ensure that INVESTIGATOR fully complies with adverse event
provisions ofthe Protocol. The INVESTIGATOR and the INSTITUTION shall promptly ensure

that adequate medical care is provided to the injured Clinical Trial Subject in case of any adverse

event occurring the during the Clinical Trial. The Sponsor shall bear the cost of medical care

extended to the Clinical Trial Subjects.

INVESTIGATOR shall promptly contact ERGOMED and Sponsor to report any adverse event
experienced by any Clinical Trial Subject as and when required by the Regulations and the
Protocol.

INVESTIGATOR shall submit to ERGOMED and the Sponsor a summary ofthe adverse event,
sulntnary of the rnedical care provided along with all associated documentation (e.g. lab reports,
death or injury summary from the attending medical practitioner, operative reports etc.) for each

adverse event. INVESTIGATOR shall respond to all requests for follow-up information from
ERGOMED. The NVESTIGATOR shall also assist ERGOMED and the Sponsor for
preparation of any reports for submissions to the Regulatory Authority in accordance with
applicable Regulations.

In case of Serious Adverse Events, the INVESTIGATOR shall within twenty-four hours of
occurrence of such incidents, shall notify the Regulatory Authority, IRB, ERGOMED and the
Sponsor in writing. The INVESTIGATOR shall subrnit a detailed report of the Serious Adverse
Event to the Regulatory Authority, the chairperson of the IRB, head of the INSTITUTION
where the Clinical Trial has been conducted, ERGOMED and the Sponsor within fourteen days

ofthe occurrence ofthe Serious Adverse Event.

2.17. The Sponsor shall be responsible for providing compensation to the Clinical Trial Subjects as

detennined by the IRB in case of Serious Adverse Events in accordance with Regulations.

2.18. In addition to the obligation contained under Section 4.2below, the INVESTIGATOR shall
conduct the Clinical Trial in compliance with the Protocol and applicable Regulations. The
INVESTIGATOR shall document and provide a rationale for any deviation from the Protocol
and applicable Regulations and, when possible, describe the immediate remediation measures

taken to re-establish the safety and riglrts of the Clinical Trial Subjects. The INVESTIGATOR
shall contact ERGOMED and report any suspected serious breach imrnediately and no later than
twenty-four hours after the event comes to the knowledge of the INVESTIGATOR and/or
INVESTIGATOR's team. Any reporting to the relevant regulatory authorities shall be

performed per local regulatory requirements and by the responsible party. The INSTITUTION

Country specific_lNDlA, effective_23May2}24 
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shall have implemented a procedure to ensure timely identification of a suspected serious breach

cornmitted by the INVESTIGATOR, INVESTIGATOR's team, and the INSTITUTION's
andlor INVESTIGATOR's service providers.

2.19. INSTITUTION shall promptly inform Sponsor and ERGOMED of any intended or actual

inspection, written inquiry and/or visit to the trial site at the INSTITUTION by any Regulatory
Authority and forward to Sponsor and ERGOMED copies of any correspondence from any such

regulatory authority relating to the Clinical Trial.

INSTITUTION shall use all reasonable endeavours to ensure that Sponsor and ERGOMED may
have a representative present during any such visit, INSTITUTION and INVESTIGATOR
agree that during inspection by any regulatory authority concerning the Services or Clinical
Trial any of them shall not disclose information and materials that are not required to be

disclosed to such regulatory authority, without the prior written consent of ERGOMED, which
consent shall not be unreasonably withheld or delayed.

2.20. INSTITUTION shall permit Sponsor and ERGOMED to examine the conduct of the Clinical
Trial and the premises of INSTITUTION upon 3 (three) days' advance notice during regular

business hours to determine whether the Clinical Trial is being conducted in accordance with
the requirements set out in tlris Agreement.

2.21. INSTITUTION shall immediately notify Sponsor and ERGOMED if INVESTIGATOR is no

longer able for whatever reason to act as INVESTIGATOR.

2.22. INSTITUTION shall ensure that the preparation, storage and/or testing of any Clinical Trial
Product during the course of the Clinical Trial at the INSTITUTION is caried out in accordance

with the Protocol and all the Regulations.

INSTITUTION shall bear all risk of loss or damage to the Clinical Trial Product provided by
ERGOMED or Sponsor while the Clinical Trial Product is in the control or possession of
INSTITUTION.

2.23. INSTITUTION and INVESTIGATOR acknowledge that the Sponsor is and shall at all times
remain the sole owner of the Clinical Trial Product.

ERGOMED or Sponsor shall provide INSTITUTION with the required quantities of the

Clinical Trial Product, at no charge, for the INSTITUTION to conduct tlie Clinical Trial.

Neither INSTITUTION nor INVESTIGATOR shall permit the Clinical Trial Product to be used

for any purpose other than the conduct of the Clinical Trial and upon termination or expiration
of this Agreement all unr.rsed Clinical Trial Product shall, at Sponsor's option and expense,

either be returned to Sponsor or disposed of in accordance with the Protocol or Sponsor's

instructions. Detailed records of stocks and use of the Clinical Trial Product shall be maintained

by the INSTITUTION and shall be submitted to ERGOMED or the Sponsor upon request.

2.24. Neither the INSTITUTION nor INVESTIGATOR shall during the term of this Agreement
conduct any other trial which might hinder their ability to conduct the Clinical Trial in line with
the Protocol.

2.25. Upon Sponsor's request, INVESTIGATOR shall cornplete and return to ERGOMED or the

Sponsor in a tirnely lranner, financial certification or disclosure forms or any updates thereof,

as applicable, provided to the INVESTIGATOR by ERGOMED or the Sponsor.

Country speci fi c_lNDIA, eff'ective_2 3May2024
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ERGCMED
INSTITUTION and INVESTIGATOR shall ensure that other members of INVESTIGATOR's
team, performing any functions related to the Clinical Trial also complete and return all such
financial certification/disclosure forms, if so required by the Sponsor.

2.26. According to the applicable Regulations in force and as per agreement with the Sponsor
regarding Clinical Trial archiving period INSTITUTION and INVESTIGATOR shall retain all
Clinical Trial records for 25 (twenty-five) years after the end of the Clinical Trial.

INSTITUTION and/or INVESTIGATOR, as applicable, shall contact ERGOMED and/or
Sponsor at least 90 (ninety) days before the planned destruction ofany Clinical Trial records, at
which time ERGOMED or Sponsor may require that NSTITUTION and/or INVESTIGATOR
deliver such records to ERGOMED and/or Sponsor, at the Sponsor's expense.

INSTITUTION and/or INVESTIGATOR shall notify ERGOMED and/or Sponsor immediately
in writing of any accidental loss or destruction of Clinical Trial records.

Article 3

Compensation and expenses

3,1. As compensation for the conduct of the Clinical Trial as referred to in this Agreement by
INSTITUTION and INVESTIGATOR, ERGOMED shall pay to the INSTITUTION the gross

fee, GST excluded (if applicable) as indicated in Schedule II herein attached and made an
integral part of this Agreement. This gross fee includes any and all taxes that may be applicable
anywhere anytime and it is specifically agreed that any such taxes shall be the sole responsibility
of the INSTITUTION and of the INVESTIGATOR who shall both timely pay all such taxes for
which they are liable. INSTITUTION shall have the responsibility and the obligation to make
proper and timely disbursements of funds to all appropriate parties involved in the Clinical Trial.

3.2. It is agreed that payment of the sums due under this Agreement shall be payable by ERGOMED
by wire transfer at the bank account indicated in the NSTITUTION's invoice and within 30
(hirty) days from the invoice receipt.

3.3. In case of the Sponsor's material failure to meet its obligations towards ERGOMED,
ERGOMED retains the right to withhold payments to the INSTITUTION and the
INVESTIGATOR until Sponsor satisfies its obligations.

3.4. Prices in Schedule II are GST excluded.

3.5. The INSTITUTION shall issue all invoices under this Agreement to Ergomed Clinical Research
Private Limited and deliver tositepayments@ergomedgroup.com.

3.6. Unless otherwise agreed in writing and approved by Sponsor, payments of the sums due under
this Agreement shall be made according to the attached Schedule II.

3.7. If a dispute arises between the Parties in respect of any part of an invoice, ERGOMED shall: (i)
notify INSTITUTION promptly ofthe particulars of the dispute, and (ii) may withhold payment
of the disputed part of the invoice provided that ERGOMED and the INSTITUTION and
INVESTIGATOR respectively endeavour promptly and in good faith to resolve the dispute.

3.8. In undertaking to perform the Services for ERGOMED, it is understood that INSTITUTION,
INVESTIGATOR and INVESTIGATOR's team act as independent contractors without the

country specitic INDIA, effective_23May2,24 
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capacity to legally bind ERGOMED or the Sponsor and that INVESTIGATOR and
INVESTIGATOR's team are doing so as an employee of the NSTITUTION and not as an
employee of ERGOMED.

Article 4

Regulatory Review, Opinion from Ethics Committee

The INSTITUTION shall ensure that the IRB holds a valid registration as per applicable
Regulations during the tenure of the Clinical Trial.

Until all Parties have obtained all required documentation from the IRB/EC (where necessary)
and all required approvals (in writing) regarding the terms and conditions of Clinical Trial,
including the Informed Consent Form, related instructions for use and the Protocol from the
competent IRB / EC, ERGOMED and/or Sponsor shall not supply the Clinical Trial Product to
INSTITUTION, and INSTITUTION and INVESTIGATOR shall not Enrol any Clinical Trial
Subject and shall ensure that neither administration of the Clinical Trial Product to any Clinical
Trial Subject nor any other clinical intervention mandated by the Protocol takes place in relation
to any such Clinical Trial Subject.

All modifications to the Protocol shall be made by the Sponsor and implemented by the
INVESTIGATOR after receipt of necessary regulatory or IRB/EC approvals. Neither
INSTITUTION nor INVESTIGATOR shall consent to any change in the Protocol requested by
a relevant EC without the prior written consent of the Sponsor. INSTITUTION shall promptly
forward a copy of any such change in the Protocol requested by a relevant IRB/EC to the
Sponsor and ERGOMED.

INSTITUTION and INVESTIGATOR shall promptly forward to ERGOMED and Sponsor
copies of all correspondence to or from regulatory authorities and IRB/ECs which concern the
Clinical Trial.

Article 5

Data Protection

5.1 For the purpose of this Agreement the terms Processing, Controller, Processor, Recipient,
Personal Data and Personal Data Breach, shall have the same meaning ascribed to them in Data
Protection Laws, especially in GDPR.

5.2 The Parties agree to adhere to the principles of confidentiality in relation to Clinical Trial
Subjects and at all times comply with applicable Data Protection Laws, especially GDPR and
DPDPA when Processing Personal Data in connection with this Agreement. The Personal Data
protection measures during the Processing and description of Personal Data Processing are
described in Schedules III and IV.

5.3 INVESTIGATOR Processes Clinical Trial Subjects' Personal Data in full detail. Clinical Trial
Subjects' Personal Data has to be pseudonymised before providing it to ERGOMED and/or
Sponsor, i.e. Clinical Trial Subjects are given an identifier by which they are known in a system,
which is typically a number - key-coded data. List with the codes and the Clinical Trial
Subjects' details is kept only with INVESTIGATOR in order to link the Clinical Trial Subjects
to their Personal Data.

country specific INDIA, effective 23May20z4 
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Unless pseudonymised, Clinical Trial Subjects' Personal Data shall not be disclosed to
ERGOMED or to Sponsor by INVESTIGATOR or INSTITUTION save where this is required

to satisfy the requirements of the Protocol or for the purpose of monitoring or adverse event

reporting, or in relation to a claim or proceeding brought by a Clinical Trial Subject in
connection with the Clinical Trial.

Consequently, ERGOMED and Sponsor shall not disclose the identity of Clinical Trial Subjects

to third parties without prior written consent of the Clinical Trial Subject in question except as

permitted by and in accordance with Regulations.

INVESTIGATOR shall be the point of contact for any Clinical Trial Subject's data protection
related requests (including, but not limiting, to fulfil the Clinical Trial Subject's GDPR rights)
concerning the Parties or Sponsor in connection with the Clinical Trial. INVESTIGATOR shall
be primarily responsible to handle such requests (including sharing such requests with Sponsor

and ERGOMED with compliance with the Regulations, specifically the pseudonymization of
Clinical Trial Subject's personal data, where required) and communicate with Clinical Trial
Subjects. Sponsor and ERGOMED shall provide reasonable assistance where required to ensure

compliance with Clinical Trial Subject's rights under applicable Data Protection Laws.

5.4 INVESTIGATOR hereby confirms that she fully understands and has been properly informed
that the conclusion and the performance of this Agreement and the conduct of the Clinical Trial
as per the Regulations require the Sponsor and ERGOMED to Process her Personal Data.
Depending on Sponsor's decision to file for submission for marketing application, necessary

Processing may include the transfer of her Personal Data to countries outside India in accordance
with applicable Regulations. By entering into this Agreement, the INVESTIGATOR explicitly
agrees with such transfers of her Personal Data to the extent necessary for the conclusion and

the performance of this Agreernent and the conduct of the Clinical Trial as per the
Regulations.Such Personal Data may include names, contact information, work experience,
qualifications, publications, resumes, educational background, information on performance and
professional capabilities and applicable invoicing details.

INSTITUTION and INVESTIGATOR agree to inform the INVESTIGATOR's team about the
Processing of INVESTIGATOR's team PersonalData and to establish proper arrangement of
their relations with the INVESTIGATOR's team for such Processing. Depending on Sponsor's
location and its decision to file for submission for marketing application, Processing
necessaryfor the conclusion and the performance of this Agreement and the conduct of the

Clinical Trial as per the Regulations may include the transfer of their Personal Data to countries
outside the EU/EEA, which do not ensure adequate level of Personal Data protection as per

GDPR. INSTITUTION and INVESTIGATOR shall ensure that INVESTIGATOR's team is
aware that their Personal Data shall be Processed for the below mentioned purposes. Any person

who does not fully agree with the Processing described should not be involved in any capacity

in the INVESTIGATOR's team.

ERGOMED shall provide the NVESTIGATOR and INVESTIGATOR's team with the
Personal Data information notice that contains information about their Personal Data Processed

and their rights (e.g. access right, portability, rectification) so that Sponsor and / or ERGOMED
comply with their obligation under applicable Data Protection Laws.

5.5 The Sponsor and ERGOMED Process Personal Data of the INVESTIGATOR and

INVESTIGATOR's team for the following specific purposes, where:

. the Sponsor is the Controller:

country specific INDIA' effective 23May2024 
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6.2.

6.1.

(i) ensuring proper conduct of the Clinical Trial;
(ii) review by a regulatory authority, Sponsor, ERGOMED or their agents;

(iii) publication on www.clinicaltrials.gov, other public websites and public portals for
clinical documents of EMA and other relevant agencies that inform about clinical trials
and participating investigators and coresponding clinical trial results;

(iv) satisffing legal or regulatory requirements e.g. anti-corruption compliance'

. ERGOMED is the Controller:
(i) maintaining in databases to facilitate selection of investigators and sites in future clinical

trials;
(ii)conclusion and performance of this Agreement;
(iii) ERGOMED's legal obligations as far as such exist or may be imposed under the

Regulations to ERGOMED (for example, tax obligations);
(iv) for the establishment, exercise or defence of legal claims.

ERGOMED's, INSTITUTION's and INVESTIGATOR's legal basis for Processing in the role
of the Processor is the performance of a contract.

Article 6

Intellectual Property

The Parties hereby agree that the Sponsor shall at all times retain ownership of any know-how,
trade secrets, developments, discoveries, inventions, innovations or improvements (whether or
not patentable) conceived or first reduced to practice, or deriving therefrom, in the performance

of Services under this Agreement, in the performance of the Clinical Trial, or as a result of using
data from the Clinical Trial by INSTITUTION, its employees or INVESTIGATOR (hereinafter:

the "Intellectual Property") and the INSTITUTION and INVESTIGATOR have no rights to
any such Intellectual Property.

For the avoidance of doubt, the INSTITUTION and INVESTIGATOR hereby grant to Sponsor

any and all right, title and interest in any and to any Intellectual Property. INVESTIGATOR
and INSTITUTION shall assign and deliver to Sponsor all documents and do all such things as

may be necessary or appropriate to vest in Sponsor all rights, title and interest in and to such

Intellectual Properly. INVESTIGATOR and INSTITUTION shall promptly disclose to the

Sponsor any such Intellectual Property.

Upon the request of the Sponsor INVESTIGATOR and INSTITUTION shall assist the Sponsor
in the preparation, filing and prosecution of such patent applications; INVESTIGATOR and

INSTITUTION further agree to execute and deliver any and all instruments necessary to
effectuate the ownership of such patent applications and to enable the Sponsor to file and
prosecute such patent applications in any country.

INSTITUTION and INVESTIGATOR agree that any and all works, recommendations, advices,

observations and conclusions, rendered, obtained, generated, conceived or derived, directly or
indirectly, by INSTITUTION and/or INVESTIGATOR during the course of the performance

of Services under this Agreement, in performance of the Clinical Trial, or as a result of using

data from the Clinical Trial, including, without limitation, clinical and other data (including

without limitation, written, printed, graphic, video and audio material, and information
contained in any computer database or computer readable form) shall be Sponsor's absolute and

exclusive property, who shall be free to use it as it deems fit for any pulpose whatsoever.

Country specific_INDIA, effective_23May2024
Page 13 of 37



6.3.

INSTITUTION and INVESTIGATOR agree that they assert no claim to rights in technology
and materials owned by ERGOMED or the Sponsor.

INSTITUTION or INVESTIGATOR may be allowed to present and publish data resulting from
the Clinical Trial pursuant to the Sponsor's publication policies and upon obtaining prior
expressed written approval from the Sponsor for any such presentation or publication.

Any material prepared for publication or presentation shall be submitted to the Sponsor for
review and comment at least 60 (sixty) days prior to submission for publication. INSTITUTION
and/or INVESTIGATOR shall modify the publication or presentation material according to the
cornments provided by the Sponsor.

INSTITUTION and/or INVESTIGATOR further agree to delete information identified by
ERGOMED or the Sponsor as confidential, prior to submitting such material for publication or
presentation. During the period for review of a proposed publication or presentation material,
the Sponsor shall be entitled to request a delay of publishing such materials for a period of up
to 6 (six) months from the date of first submission to the Sponsor in order to enable the Sponsor
to take steps to protect its proprietary information and/or Intellectual Property.

INSTITUTION and/or INVESTIGATOR shall not unreasonably withhold or delay their
consent to a request from the Sponsor for an exceptional additional delay if, in the reasonable

opinion of the Sponsor, the Sponsor's proprietary information andlor intellectual property rights
and know-how might otherwise be compromised or lost.

6.5. If the Clinical Trial is multi-centre, any publication based on the results obtained at the
INSTITUTION (or a group of sites) shall not be made before the first multi-centre publication.
In case of presentation or publication of such data INSTITUTION and INVESTIGATOR shall
be bound by the confidentiality of Article 7 of this Agreement and subject to preserving
Sponsor's rights in Articles 6.1 and 6.2. herein.

6.6. INSTITUTION and INVESTIGATOR shall not, and shall ensure that their respective personnel
do not, engage in interviews or other contacts with the media, including but not limited to
newspapers, radio, television and the Internet, related to the Clinical Trial and the Clinical Trial
Product without the prior written consent of the Sponsor. This provision does not prohibit
publication, presentation or other public disclosure in accordance with Sections 6.3.

ERGCMED

1)

7.1.

Article 7

Confidentiality

INSTITUTION and INVESTIGATOR shall hold in strict confidence any and all information
(i) acquired by the INSTITUTION and/or INVESTIGATOR from ERGOMED and/or the

Sponsor in reference to the Clinical Trial Product, the Sponsor or ERGOMED, or the Services
performed under this Agreement or the Clinical Trial and (ii) developed by the NSTITUTION
and/or INVESTIGATOR in the performance of the Services under this Agreement or the
Clinical Trial (hereinafter: "Confidential Information").

INSTITUTION and INVESTIGATOR undertake to permit access to the Confidential
Information only to those employees of the INSTITUTION or members of the
INVESTIGATOR's team who reasonably need access to such information for the carrying out
of the duties under this Agreement and who have signed confidentiality agreements containing,
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or are otherwise bound by, confidentiality obligations at least as restrictive as those contained
herein.

INSTITUTION and INVESTIGATOR agree to handle and shall ensure that members of
INVESTIGATOR's team:

(i) handle Confidential Information with the reasonable degree of care;
(iD take precautions as necessary and appropriate to guard the confidentiality of

Confidential Information and any inadvertent disclosure thereof;
(iiD use such Confidential Information only for the performance of their obligations under

this Agreement.

7.3. This Article shall not apply to information:

(i) which was known to INSTITUTION or INVESTIGATOR prior to its receipt from
ERGOMED or the Sponsor, and INSTITUTION or INVESTIGATOR is able to so

demonstrate through bona fide written records of such receipt,
(iD which is or lawfully becomes generally available to the public as evidenced by objective

public record,
(iiD which is lawfully acquired from third parties who have a right to disclose such

information, or
(iv) which INSTITUTION or INVESTIGATOR is required by law to release, provided that

INSTITUTION or NVESTIGATOR gives advance written notice of such requirement
so that Sponsor has the opportunity to object to such disclosure.

7.4, Nothing herein shall be construed as prohibiting the Sponsor from reporting on this Clinical
Trial to a governmental or regulatory agency or from exercising its right in its Confidential
Information as it deems appropriate in its sole discretion.

Article 8

Insurance and Indemnification

8.1. INSTITUTION shall defend, indemnify, save andholdharmlessthe Sponsor, ERGOMED, their
affiliated entities and respective affiliates, subsidiaries, directors, officers, employees,
contractors, stockholders, agents, and successors and assigns from and against any and all
claims, demands, suits, actions, causes of action, losses, damages, fines and liabilities, including
court costs and reasonable attorneys' fees ("Losses") resulting from or arising out ofany third
party claims, actions or proceedings relating to any INSTITUTION's and/or the
INVESTIGATOR's and/or the INVESTIGATOR's team's :

(D failure to follow any Regulations, including applicable federal, state or local laws,
regulations, and guidelines, or to conform to reasonable and prudent clinical practices,
including GCPs as applicable to clinical studies for the Clinical Trial Product;

(ii) wrongful or negligent acts or omissions, or wilful malfeasance or misuse of the Clinical
Trial Product;

(iiD failure to comply with the Approved Protocol;
(iv) failure to report Adverse Events and Serious Adverse Events within prescribed

timelines;
(v) failure to provide adequate and prompt medical care to Clinical Trial Subjects during

adverse events;
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(vi) failure to follow the Protocol or other written recommendations or instructions provided

to the INSTITUTION and/or the INVESTIGATOR and/or the INVESTIGATOR's
team by ERGOMED or the Sponsor.

INVESTIGATOR shall maintain insurance coverage. The NVESTIGATOR shall provide
ERGOMED with a certificate of insurance within 30 (thirty) days of the date of the Agreement.
(This clause may not be applicable to Indian Investigators)

ERGOMED shall ensure that the Sponsor obtains appropriate insurance cover or provides an
indemnity satisfactory to the INSTITUTION and INVESTIGATOR and for providing
compensation and medical care to injured Clinical Trial Subjects in respect of its potential
liability under the Clinical Trial.

ERGOMED shall produce to the INSTITUTION, on request, copy of an adequate insurance
policy covering Sponsor's liability vis-d-vis Clinical Trial Subject in compliance with applicable
Indian law.

ERGOMED shall maintain an appropriate insurance coverage in respect of its potential liability
under this Agreement. ERGOMED shall defend, indemni$r, save and hold harmless the
INSTITUTION and the INVESTIGATOR from and against any and all Losses resulting from
or arising out of any third party claims, actions or proceedings relating to any ERGOMED's
wrongful or negligent acts or omissions.

8.5. The INSTITUTION shall maintain professional liability insurance coverage and general
liability insurance coverage (including contractual liability) that does not exclude clinical
studies as well as the DPDPA liability, sufficient to cover the INSTITUTION's indemnification
obligations hereunder. If the policy is a claims-made policy, the INSTITUTION shall extend
the coverage period of such insurance coverage, for an additional 5 (five) years after
completion of the Clinical Trial. The INSTITUTION shall provide ERGOMED with a
certificate of insurance within 30 (thirty) days of the date of the Agreement. (This clause may
not be applicable to Indian Institutes)

8.6. INSTITUTION and INVESTIGATOR acknowledge that the Sponsor has engaged ERGOMED
to manage the Clinical Trial, so ERGOMED has performed no independent research or analysis
regarding the safety or efficacy of the Clinical Trial Product, materials or treatment procedures
that are to be administered pursuant to the Clinical Trial and, therefore, ERGOMED makes no
warranties, expressed or implied concerning the Clinical Trial Product, materials, treatment
procedures, results to be obtained in administering the Clinical Trial Product, or the Clinical
Trial Product's fitness for any particular purpose.

8.7. ERGOMED expressly disclaims any liability in connection with the Clinical Trial Product
caused by,or allegedly caused by, the use or misuse of the Clinical Trial Product other than
liability for death, personal injury or loss of or damage to property which liability is the result
of gross negligence or wilful misconduct on the parl of ERGOMED.

8.8. Nothing in this Article 8 may be construed so as to restrict or exclude the liability of
INSTITUTON or INVESTIGATOR in relation to death or personal injury caused by the
negligence of such Parly or its employees respectively or to restrict or exclude any other liability
of INSTITUTION or INVESTIGATOR which cannot be so restricted or excluded in law.

8.9. INSTITUTION and INVESTIGATOR are obliged to immediately, in written form, inform
ERGOMED of any claim on existence of any personal injury, death or damages, and shall allow
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the Sponsor and/or ERGOMED to resolve such claim (including settlement deal) in accordance
with applicable laws and shall cooperate with the Sponsor or ERGOMED in resolving of such
claim.

Sponsor and ERGOMED shall have exclusive control with respect to resolving such claim or
petition, including any settlement, however with limitation that such settlement shall not include
recognition of the responsibility of the INSTITUTION andlor the INVESTIGATOR and their
associates without their prior written approval, which shall not be withheld without valid reason.

Article 9

Anti-Corruption (Anti-Kickback and Anti-Bribery)

9.1. The NVESTIGATOR and the INSTITUTION agree that their judgment with respect to the
advice and care ofeach Clinical Trial Subiect shall not be affected by the compensation they
receive under this Agreement, that such compensation does not exceed the fair market value of
the services they are providing, and that no payments are being provided to them for the purpose
ofinducing them to purchase or prescribe any drugs, devices or products.

9.2. The INVESTIGATOR and the INSTITUTION agree that they shall not bill any Clinical Trial
Subject, insurer, or governmental agency for any visits, services or expenses incurred during the
Clinical Trial for which they have received compensation from ERGOMED.

9.3. Each Party, in performing this Agreement, represents and wamants that it shall:

a) fully and absolutely comply with the provisions of any applicable legislation on anti-
bribery/anti-corruption prevention as well as with the principles of international anti-
bribery/anti-corruption legislations such as Prevention of Coruption Act, 1988, OECD
Anti Bribery Convention or Combating Bribery of Foreign Public Officials in
International Business Transactions, UK Bribery Act, US Foreign Corrupt Practices
Act, which are in force from time to time ("Anti-Bribery Regulations");

b) adopt all necessary measures to prevent violation to the Anti-Bribery Regulations;

c) not, in the conduct of the performance of the Services under this Agreement, offer, pay,
give, or promise to pay or give, directly or indirectly, any payment or gift of money or
thing ofvalue to: (a) any government official to influence any acts or decisions ofsuch
official or to induce such official to use his/her influence with any government to effect
or influence the decision of such government in order to assist the Party in its
performance of the obligations under this Agreement or to benefit any of the Parties;
(b) any political party or candidate for public office for such purpose; or (c) any person
if either Parly knows or has reason to know that such money or thing of value shall be
offered, promised, paid, or given, directly or indirectly, to any official, political party,
or candidate for such purpose.

9.4. The defaultingParty shall hold harmless and indernniff the other Parties and the Sponsor from
any and all claim, expense, fine, sanction, obligations or consequences that may arise from
violation of this Article and/or the Anti-Bribery Regulations.

9.5. A violation or a threatened violation of this Article and/or the Anti-Bribery Regulations shall
constitute a material breach under this Agreement and in addition to other rights or remedies
under this Agreement or at law, the non-defaulting Party may terminate this Agreement with
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immediate effect if the defaulting Party breaches any of the representations or warranties
contained in this Article.

Article 10

Term and Termination

10. I . This Agreement shall become effective on the date of its signing by all Parties and if signed on
the different dates then on the latest signature date("Effective Date") and shall remain in full
force and effect until the full and satisfactory completion of the Services by the NSTITUTION
and INVESTIGATOR.

10.2. ERGOMED may terminate this Agreement prior to its expiration with a written notice to the
other Parties and a notice period ofnot less than 30 (thirfy) calendar days.

10.3. ERGOMED may terminate this Agreement prior to the full and satisfactory completion of the
Services by the INSTITUTION and INVESTIGATOR by written notice and immediate effect
for any of the following reasons:

A. In case the Sponsor has terminated the relevant Agreement with ERGOMED and / or
has ceased any further activity on the Clinical Trial and / or has requested to stop Enrolment
regardless of the reason given to ERGOMED by the Sponsor;

B. Continuous and / or repetitive and /or material breach of any of the INSTITUTION's
and / or INVESTIGATOR's obligations stipulated herein. For the purpose of this
Agreement, the following shall, among other, be considered as the material breach of this
Agreement:

sloo,,H,Yl'#3il3:.#;:.i*:I[y1i?il0J.1x1""",,f, ::,"';,j;
ERGOMED and / or the Sponsor to any and all original medical records necessary
to verify entries on Clinical Trial Case Report Forms;

3?,,.u,,,Tln'lJlf,tJ3il;*l+il,'lffi il:ill":ffJ"',,'"tffi:ix1'*:liii:
notice by ERGOMED and/or the Sponsor, to meet with ERGOMED's and/or the

: ffifi :ffi;ffi ,','#x|'Hl;iil',;:ui;::1 il,'l; " "'" 
ar rri ar' as ne c e s s arv' to

(iiD Case Report Forms have not been legibly completed and / or forwarded
by the INVESTIGATOR to ERGOMED or to its designated representative, as

appropriate within 60 (sixty) days of each Clinical Trial Subject's completion

C. In case INVESTIGATOR does not recruit any Clinical Trial Subject within 60 (sixty)
days from the day of the initial visit;

D. In case the regulatory and / or IRB/EC: (i) has not issued the permit or approval for
conducting of the Clinical Trial; or (ii) loss of such permit or approval;

E. Determination by ERGOMED and/or the Sponsor that the INVESTIGATOR, after a
reasonable opportunity, is unable, for any reason to act as INVESTIGATOR and/or to
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satisfactorily perform the Clinical Trial as required by the Protocol and a suitable
INVESTIGATOR replacement is not made timely.

10.4. In the event that ERGOMED chooses to exercise its right to terminate this Agreement, the
INVESTIGATOR shall, irnmediately upon receipt of ERGOMED's notice to terminate, cease

Enrolling Clinical Trial Subjects into the Clinical Trial and shall discontinue conducting Clinical
Trial procedures, to the extent medically possible.

10.5. The rights and obligations of the Parties under any provision of this Agreement, which by its
term is intended to survive beyond the term of this Agreement, including but not limited to
Article 5 (Data Protection), Article 6 (Intellectual Property), Article 7 (Confidentiality) and
Article 8 (Insurance and Indemnification), shall continue notwithstanding the termination or
expiration of this Agreement for any reason.

10.6. In the event of early termination, the sum payable under this Agreement shall be limited to pro-
rated fees based on actual work performed pursuant to the Protocol.

10.7. INSTITUTION and INVESTIGATOR shall return to ERGOMED any unused Clinical Trial
Product and all Clinical Trial materials shall, at the Sponsor's option and expense, either be
returned to the Sponsor or disposed of in accordance with the Protocol or the Sponsor's written
instructions.

Article 11

Final Provisions

I 1.1. Neither Parly may delegate their obligations or assign their rights hereunder without the prior
written consent of the Sponsor. ERGOMED may assign this Agreement with Sponsor's prior
written consent and without the consent of INSTITUTION or INVESTIGATOR.

11.2. Any and all additions and/or amendments to this Agreement shall be in writing, numbered, dated
and signed by the authorized representatives ofall Parties.

1 1.3. In the case of inconsistency between the Protocol and the other terms of this Agreement, or any
other document incorporated therein, the terms of the Protocol shall prevail to the extent
applicable to the medical treatment of Clinical Trial Subjects but no further. In respect of other
inconsistencies, the Agreement shall prevail.

11.4. Any and all disputes arising out of or in connection with the Agreement shall be settled by an
amicable effort of the Parties.

I 1.5. Any dispute, which is not amicably settled by such efforts of the Parties, shall be finally resolved
under the Rules ofthe Indian by I (one) arbitrator appointed pursuant to such Rules. The seat
of such arbitration shall be in Tamaka. Kolar. Karnataka. India. The language of arbitral
proceedings shall be English.

11.6. This Agreement and all disputes thereof shall be governed by and construed in accordance with
the laws of India.

11.7. If any provision of this Agreement should be deemed invalid or legally unenforceable, such
provision shall not affect the validity andlor enforceability of any other provision(s) of this
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Agreement or the Agreement as a whole. The Parties shall, in such case, replace the invalid
provision with a valid one that best expresses their original intent.

11.8. This Agreement is being executed in 3 (three) identical copies, of which each Party shall keep
I (one) copy.

11.9. The Parties agree that Sponsor is an intended third party beneficiary of this Agreement, with
full benefits and full rights of enforcement. Except for the Sponsor, the Parties do not intend
that any term of this Agreement shall be enforceable by any person who is not a Party to this
Agreement.

I1.10. In this Agreement, the words "including" and "includes" mean "including without limitation."

11.11. All notices, statements, demands, requests, consents, communications and certificates from
anyParty hereto to the other shall be made in writing unless specified to the contrary herein and
sent by fax, certified mail, return receipt requested, hand delivered or byFedEx@or similar
overnight delivery service for which a receipt is made to the Parties, addressed as follows:

(a) If intended for ERGOMED

Ergomed Clinical Research Private Limited
91 Springboard Business Hub Private Limited
9th Floor, Sadanand Business Centre, Sr. No.104/1, NH 48, Service Road,
Baner, Pune Maharashtra 411045

with copy to: legal@Ergomedgroup.com

(b) Ifintended for Sponsor:

Neu raxpharmPharm aceuticals S.L.
Av. Barcelona, 69. 0897 0 Sant Joan Despi
Barcelona, Spain
with copy to: {urado@neuraxpharm.com

(c) If intended for INSTITUTION:

R.L. Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical
College
Tamaka, Kolar, Karnataka 563103
with copy to: dir.research@sduaher.ac.in

Dr Rajesh Venkataraman,
Adichunchanagiri Hospital,
Adichunchanagiri University
B.G Nagara, Mandya, Karnataka -57 I 448.
With copy to: drrajesh.ahrc@gmail.com

(d) If intended for INVESTIGATOR:

Dr. Bhuma Vengamma
R.L. Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical College
Tamaka, Kolar, Karnataka 563103
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with copy to : vicechancellor@sduaher.ac.in)

or such other addresses as either Parly hereto may from time to time direct by service of notice to
the other Party as provided above. Any such notices, statements, demands, requests, consents,
communications or certificates shall be deemed given on the date received.

11.12. The Parties agree that this Agreement may be executed by way of electronic signatures and that
the electronic signature has the same binding effect as a physical signature. For the avoidance
of doubt, the Parties agree that this Agreement, or any part thereof, shall not be denied legal
effect, validity or enforceability solely on the ground that it is in the form ofan electronic record.

Signature page follows

Country specilic_INDIA, effective_2 3May2024
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Of brl WYI

gf Dr.'<lout

Research& Development Cell,
SDUAHER

{tA D,. eery.
Date

0ih.. ili""J'6

SIGNED by the INSTITUTION:

Name: Dr. Ralyani

Name: Dr Bhuma V
Title: Vice-Chancell
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SCHEDULE II _ PAYMENT TERMS AND BUDGET'

Enrollment target

The INVESTIGATOR shall randomize a minimum of four (4) and up to eight (8) Clinical Trial
Participants ("Participants") in the Clinical Trial as agreed and authorized by SPONSOR through
ERGOMED. The INVESTIGATOR shall not randomize any Participants above the enrolment
target, unless expressly authorized in writing by the SPONSOR, through ERGOMED.

SPONSOR, through ERGOMED, may increase the enrolment target through a wriffen notification
sent to the INSTITUTION and INVESTIGATOR which includes the updated enrolment target.
The Parties agree that such changes will not require any formal amendments to this Agreement.

The INSTITUTION and INVESTIGATOR acknowledge that enrollment of Participants may be
cornpetitive among all Clinical Trial Sites, and as result, the INSTITUTION and INVESTIGATOR
shall cease screening and enrolling Participants at any time upon SPONSOR's direct request, or
through ERGOMED.

2. Compensation and Payment terms

a. As compensation to the INSTITUTION and INVESTIGATOR for conducting the Clinical Trial,
SPONSOR, through ERGOMED acting as its paying agent, shall make payments each quarter by
electronic wire transfer to SRI DEVARAJ URS ACADEMY OF HIGHER EDUCATION AND
RESEARCH ("Payee") in line (1) with the amounts and in the currency listed in Appendix 1 -
Clinical Trial Budget ("Budget"), and (2) with the Payment terms defined herein.

b. SPONSOR, through ERGOMED, shall generate within 15 business days of the end of each
calendar quafter a proforma invoice covering activities completed at the site based on EDC data
entered by the INSTITUTION or INVESTIGATOR, and verified by ERGOMED, which will be
sent to the Payee for verification and approval.

c. If the Payee does not raise any queries to SPONSOR through ERGOMED within 10 business days
of receipt, SPONSOR will consider the proforma invoice as approved. Any queries raised by the
Payee will be resolved by SPONSOR, through ERGOMED, and by the Payee in good faith in line
with Afticle 3 of this Agreement.

d. Upon approval, SPONSOR through ERGOMED, will process and initiate the payments for such
activities within 30 calendar days at the rates set forth in the Budget and based on the terms of this
Schedule IL

e. For activities payable upon receipt of an invoice, SPONSOR through ERGOMED, will pay tlie
Payee within 30 calendar days of receipt of a corect invoice from the Payee, subject to a
verification of the invoice by SPONSOR, through ERGOMED.

f. Payee will only be compensated for services that have been properly performed in accordance with
the Protocol and this Agreement, and payments are dependent upon completion of CRFs/eCRFs,
reports, and other documents pursuant to this Agreement being submitted in a timely and
satisfactory lnal1ner.

Country specifi c_INDIA, effective _23May2024
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g. SPONSOR, through ERGOMED, will not pay for any visits performed in relation to any
Participants who do not conform to the Protocol's inclusion and exclusion criteria or in relation to
whom serious violation(s)of the Protocol have been made, if the violation(s) resulted in the
withdrawal of the Participant from the Clinical Trial. Payments for Participants who were deemed
to have been in violation, may be made up to the point of when the violation occurred, at the sole
discretion of the SPONSOR.

h. All payments shall be performed in line with the following payment terms ("Payment terms"):

I Per Participant
Costs:

Payments will be made on a per Participant per visit basis for visits
completed as per EDC data entered during the preceding quarter.

ll Screen Failure
costs:

Failures at Vl Screening Visit (Onsite) shall be paid as per the
Screen Failure rate in the Budget, for any Participant(s) undergoing
screening procedures but not randomized to receive the Clinical
Trial Product.

Payrnents for screen failures will be limited to one (1) screen failure
for every two (2) Participants randomized, up to a limit of four (4)
screen failures. Once reached, it will be paid at a rate of one (1)
screen failure for every three (3) of Participants randomized.

This lirnit of payable Screen Failures may be increased by written
notification sent to the INSTITUTION and INVESTIGATOR by
the SPONSOR through ERGOMED, which includes the updated
Screen Failure limit. The Parties agree that such changes will not
require any formal amendments to this Agreement.

Payment of Screen Failure costs shall be made following receipt of
a correct and itemized Invoice, subject to SPONSOR's verification
through ERGOMED.

ill Conditional
proced u res

Conditional procedures as per the Budget will be reimbursed to the
Payee on a per subject per procedure basis for conditional
procedures completed in line with the Protocol and this Agreement.

Payment shall be made in accordance with the Budget upon receipt
of a corect and itemized Invoice detailing Conditional Procedures
completed during the preceding quarter, subject to SPONSOR's
verification through ERGOMED.

lv. Participant travel
reimbursements:

Sponsor, tlirough ERGOMED, will provide reimbursement for
reasonable and documented Participant travel costs incurred by
Participants during visits up to the amounts set in the Budget, upon
receipt of an invoice detailing actual amounts reimbursed by the
Institution to each Participant, subject to SPONSOR's verification
tlirough ERGOMED.

Country specific_lNDIA, effective 2 3May2024
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Reasonable costs/expense are defined as standard class public
transport, private hire vehicles (taxis), use of a private vehicle (the
latter at Local Government Approved Rate(s)), parking, meals and
incidentals.

Early withdrarval
reimbursement:

An early withdrawal is a Participant who (1) completes Visit 4 and
(2) withdraws from participation in the Clinical Trial prior to Visit
("Early Withdrawal").

Payment of the Early Withdrawal Fee shall be made in accordance
with the Budget following receipt of a corect and itemized Invoice,
subject to SPONSOR's verification through ERGOMED.

Because some of the procedures required by Protocol for Early
Withdrawals may have already been performed as part of a standard
visit, only those Early Withdrawal procedures not already included
in a visit will be reimbursed.

vl Safety Follow-up
visits:

If a Participant experiences a SAE between Visit 4 and Visit 8 , the
Subject must be brought back for a follow-up. If Visit 9/ Safety
Follow-up is performed at tlie Site rather than via a phone call, the
Institution will be paid for the Safety Follow-up visit in line with
tlie Budget, upon receipt of a corect and iternized Invoice.

vll Unscheduled
visits:

An Unscheduled Visit means a Participant visit which is not
expressly set forth in the Clinical Trial Plan nor in the Procedures
of the Protocol but is otherwise required for the Clinical Trial.

SPONSOR will pay through ERGOMED for unscheduled visits
approved by the SPONSOR, at the rate determined in the Budget.
Payments will be performed following receipt of a correct and
iternized Invoice detailing Unscheduled Visits completed during
the preceding quarter.

Under no circumstances shall Institution be paid for more than one
(1) unscheduled visit per randomized subject.

vllt. IRB Fees: Local IRB/EC Fees will be paid to the Payee on a pass-through
basis upon receipt of a correct and iternized invoice from Payee.

Following approval by SPONSOR through ERGOMED, any
subsequent re-submissions, amendments, or renewals will be
reimbursed upon ERGOMED's receipt of appropriate
documentation and invoice.

lx Start-up Fee A one-tirne Start-up Fee will be paid to Payee upon (1) receipt and
approval of all regulatory documents, (2) signature of this
Agreement and (3) following the Site's activation by SPONSOR,
through ERGOMED.

Country speci fi c_lNDIA, effective_23May2024
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k.

Payment of the Start-up Fee shall be made in accordance with the

Budget following receipt of a correct and itemized Invoice, subject

to SPONSOR's verification through ERGOMED.

x Storage Fees: A one-time long-term Document Storage/ Record retention Fee will
be paid to Payee in line with the Budget upon receipt of an invoice
at Study close-out.

xl Overhead costs: All fees in the Budget are inclusive of any overhead costs as

incurred by the Institution where applicable.

Final payment will be made to the Payee by SPONSOR, through ERGOMED, when
INSTITUTION and/or INVESTIGATOR have cumulatively:

i. Completed the Clinical Trial;
ii. Satisfactorily accounted for all unused Clinical Trial Product, materials, supplies, and

Equiprnent;
iii. Completed CRF / eCRF and for each Clinical Trial Subject in the Clinical Trial;
iv. Satisfactorily answered all of SPONSOR andlor ERGOMED inquiries regarding the

Clinical Trial; and
v. Received confirmation from SPONSOR directly or through ERGOMED that all applicable

conditions above have been satisfied in accordance to this Agreement.

Final invoices need to be submitted to SPONSOR, through ERGOMED, for payment no later than
within 30 calendar days frorn the moment SPONSOR directly or through ERGOMED confirmed
to INSTITUTION and INVESTIGATOR that all applicable conditions listed above in Schedule II
- section 2 i) have been satisfied. SPONSOR, through ERGOMED, will pay the final invoices
within 30 calendar days of receipt of a valid invoice.

The Payee will have 30 calendar days from the Final Payment, to inform SPONSOR, through
ERGOMED, of any payment discrepancies for consideration. SPONSOR reserves itself the right
not to pay through ERGOMED any invoices or discrepancies after tliis period.

Taxes

All agreed upon amounts are NET, and Goods and Services Tax (GST)lHarmonized Sales Tax
(HST) is excluded. The Institution acknowledges that the services supplied to SPONSOR are

exempt for GST/HST purposes. Alternatively, if the services provided by the INSTIUTION are not
exempt (for GST/HST purposes), the supply by the INSTITUTION to SPONSOR is subject to a
zero rate of GST/HST as export services. The payment will not be subject to a withholding tax. In
the limit of applicable regulation, it is the responsibility of the PAYEE to declare this income and

SPONSOR is not liable for any taxes due.

All other taxes, costs, tariffs, duties, social contributions and fixed amounts are included in the
payments detailed witliin Schedule IL The INSTITUTION, INVESTIGATOR, and/or PAYEE are

solely responsible for the timely payment of all taxes, costs, tariffs, duties, social contributions and

3.

a.

b.

Country specifi o_INDIA, effective_2 3May2024
Page 27 of 37



ERGCMED
fixed amounts levied by relevant local, federal, or national authorities for which the
INSTITUTION, INVESTIGATOR or PAYEE are liable.

4. Payee details

PAYEE Details

Type: INVESTIGATOR / INSTITUTION
Name: Sri Devaraj Urs Academy of Higlier Education and

Research
Address: Tamaka, Kolar, Karnataka, India
Tax ID Nr: xxxx
PAYEE, Bank Account details

Bank Name: Kotak Mahindra Bank

Bank and Branch ID Number: SDUMC branch,ID is 8269

Bank accor.rnt number /
IBAN nurnber

2849611362

BIC / Swift nurnber: KKBKINBB
Name and details of PAYEE contact responsible for managing invoices and paynrerts:

First & Last Nane: Dr. Bhuvana K
Job Title: Chief Co-ordinating Offi cer

Clinical Trial Centre. SUDAHER. Kolar
Email address: bhuvanak@sduaher. ac. in

Phone nnmber: 99003 83738

a. All payments made by SPONSOR, through ERGOMED, as set forth in this AGREEMENT shall
be payable solely to the designated PAYEE above. Any payments made to the PAYEE that are due
to any other party performing services in connection with this Clinical Trial shall be settled solely
between the PAYEE and such aPafi.

b. The INSTITUTION and INVESTIGATOR certifi, that the above Payee is the proper Payee to
receive payments under this Agreement.

5. Invoicing

a. Arry invoices due under this Agreement shall be issued and sent to:

lssued to Sponsor: Neuraxphann Pharmaceuticals S.L.
Av. Barcelona, 69.08970 Sant Joan Despi
(Barcelona), Spain
Tax ID: B08165789

Sent to ERGOMED: ERGOMED CLINICAL RESEARCH LIMITED
1 Occam Court, Surrey Research Park,
Guildford, GUz7HJ
United Kingdom

Country specifi c_lNDIA, effective_2 3May2024
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b. Instructions for Processing of Payments

Invoices must include the following information:
. Invoice reference number
. Payee Name (as shown in this Schedule II)
. Payee Address
. Payee Tax ID number
. Protocol number
. Site number
o Date & itemized description of services provided/ invoiced
. Applicable supporting documents/ third pafi invoices
. Total amount payable

ERGOMED will process on behalf of SPONSOR all payments electronically. Such electronic
payments will be sent directly to the Payee's bank account as provided above.

sitepayments@ergomed group.com

Country specific INDIA, effective 23May2024
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ERGCMED
SCHEDULE III

DBSCRIPTION OF PERSONAL DATA PROCESSING

Introduction

(i) INSTITUTION and INVESTIGATOR shall process Personal Data as determined in this
Schedule III on behalf of ERGOMED (the Sponsor's processor) as ERGOMED's sub-
processors. Nothing in this Agreement derogates or prevents the NSTITUTION or
INVESTIGATOR to keep Clinical Trial and medical documentation as prescribed by the

applicable mandatory Regulations, nor excludes their obligations and responsibilities as

Controllers when they Process Personal Data of their employees, contractors, sub-

contractors orClinical Trial Subjects,

(ii) INSTITUTION and INVESTIGATOR should cornply with the requirements for collection,
storage and processing under the Data Protection Laws.

(iiD The technical and organizational measures regarding the security of the Personal Data
Processing are specified in Schedule IV herein.

Categories of Data Subjects

The Personal Data concerns the following categories of Data Subjects:

. INVESTIGATOR and INVESTIGATOR's teatn;

. Clinical Trial Subjects.

The duration ofthe Processing (retention period)

The processing activities based on this Agreernent shall be perfonned during the term of the

Agreement <if possible state exact number of years here>. Retention period for all Categories of
Personal Data is defined by the Sponsor. It starts from the Effective Date of this Agreement and

last for years after closure of the Clinical Trial. <Please insert the period as

under the Article 2.23.> (PLEASE VERIFY THIS SERIAL NUMBER, IT COULD 88 2.26)

The source of Personal Data:

' . of the INVESTIGATOR and INVESTIGATOR's team: Data Subject;
. of Clinical Trial Subjects: Data Subject and the INVESTIGATOR;

o the regulatory authority;
. IRB/EC;
o publicly accessible trial registries and databases;
. Sponsor's and ERGOMED's contracted service providers;
. Sponsor's and ERGOMED's Affiliates involved in research, development and

commercialization of medical products and their contracted service providers;
. Sponsor's contract partner(s) in case they take over the development andlor

commercial ization of medical products;
. insurance company, legal and/or medical advisors or consultants engaged by all entities

mentioned above.

6. Calegories of PersonalData

Country specifi c_lNDIA, effective_23May2024
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a. NVESTIGATOR's and INVESTIGATOR team's: Personal Data is listed in Personal Data

information notice.

b. Clinical Trial Subject:

(i) 
l'"""':l.?"?,"'i,'ffiil1:*1""1,,1i ilililffi ?il'.o,,u., deta,s (address,

telephone, mobile, fax, e-mail address);

. healtli data;
o other Pelsonal Data needed for the conduct of the Clinical Trial.

(ii) 
:'"'""ili3,Llo"io"Y,T ;:*'iffi"1'

o pseudonymised for: ERGOMED and Sponsor

o iull detall when at the investigational site for: assigned ERGOMED's
and Sponsor's staff (e.g. monitors, site managers, study physician,

auditois) for verification of clinical trial procedures and/or data, without

violating the confidentiality of the Clinical Trial Subject.

Processing activities

The Personal Data shall be subject to the following Processing activities: collecting, recording,

systemizing, accumulating, storing, rectifying (updating, rnodifying), retrieving, using, transferring

(distributing, provi d i ng, accessi ng), bl ocki ng, erasing or removi ng'

In accordance with the Article 2.ll of this Agreernent, ERGOMED hereby confirms that it has

authorised INSTITUTION and INVESTIGATOR, in the course of providing its clinical research

organisation services to the Sponsor, to engage subcontractors ("Sub-processor(s)") andto transfer to

its'Sub-processors, on ERGOMED's behalf, the Personal Data.INSTITUTION and INVESTIGATOR

are obliged to beforehand inform ERGOMED of any intended changes concerning the involvement,

addition-or replacement of Sub-processors, and ERGOMED is entitled to object such Sub-processor.

Furthermore, tfte sarne Data Protection Laws obligations as imposed in this Agreement on

INSTITUTION and INVESTIGATOR by ERGOMED shall be imposed on that Sub-processor by way

of a contract and INSTITUTION and INVESTIGATOR are fully responsible for Sub-processor's non-

compliance with tlre Data Protection Laws.

INSTITUTION and INVESTIGATOR warrants and represents that they shall:

(i) Process tlre Personal Data only in accordance with the Data Protection Laws and

ERGOMED's written instructions as specified in this Agreement or as may be issued in

writing by ERCOMED from time to time, unless required to do so by European Union or

nuropean Union Member State law to which INSTITUTION and INVESTIGATOR and/or

the INVESTIGATOR's team and/or the Clinical Trial Subject is subject; in such a case,

INSTITTJTION and INVESTIGATOR shall inform ERGOMED of that additional legal

requirernent before Processing, unless that law prohibits such information on important

grounds of public interest. Should INSTITUTION and INVESTIGATOR be unable for any

reason to ensure its cornpliance with any duties stipulated by the Data Protection Laws, this

Agreement or ERGOMED's instructions, INSTITUTION and INVESTIGATOR shall

immediately notify ERGOMED, who may suspend the Processing of the Personal Data.

(ii) prornptly. and in any case no later than 24 (twenty-four) hours after discovering or

suspecting a Personal Data Breach, (i) notify responsible ERGOMED's monitor and data

proiectiol officer at DPO@ergomedplc.com of such Personal Data Breach; (ii) investigate

7.

8.

9.
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the lrersonal Data Breach and provide responsible ERGOMED's monitor with detailed
infonnatlon abor:t the Personal Data Breach; and (iii) take reasonable steps to mitigate the

effects arrd to minimize any damage resulting from the Personal Data Breach. If
INSTII-tJ-l-lON and INVESTIGATOR are unable to provide the notice within 24 (twenty-
four) ItoLrrs, they shall provide ERGOMED with reasons for the delay. Where necessary,

INSTIl'tJ1'lON and INVESTIGATOR shall assist ERGOMED or Sponsor when notifying
relevant party about l)elsonal Data Breach and/or when communicating to the data subjects.

(iiD immecliately inform ERGOMED if, in INSTITUTION's and/or INVESTIGATOR's
opinion, F.RGOMED's instructions violate any Data Protection Laws or other Regulations.

INSTITU'f ION and INVESTIGATOR shall be entitled to suspend and refuse the execution

of ERCOMED's instructions that are in violation of the Data Protection Laws or other

regulation Lrntil EITGOMED confirms that there is no such violation or modifies its
instructions,

(iv) provide tiRGOMED with all necessary materials, documents, assessments and other

information to enable ERGOMED to confirm that INSTITUTION and INVESTIGATOR
have cornpliecl with lheir obligations under the Data Protection Laws and this Agreement.

Moreover, where neoessary, INSTITUTION and INVESTIGATOR shall help Sponsor in
conducting data privacy irnpact assessment as well as prior consultation procedure, or any

other activity reqLriled by EGROMED or Sponsor in order to demonstrate their compliance

with GDPR. INSTITUTTON and INVESTIGATOR shall allow for and contribute to GDPR

audits to cnsure compliance with the Data Protection Laws. GDPR audits shall be carried

out durirrg custonraly bLrsiness hours following a prior announcement of 7 (seven) working
days.

(v) notify l:RGOMED prornptly and in any event within I (one) working day of receiving any

corntnturication, complaint, inquiry, or request from any third party, including a regulatory
authority or a Data Subject, relating to the Personal Data Processing by INSTITUTION
and INVIISTIGATOR. INSTITUTION and INVESTIGATOR shall not respond to that

request cxcept on thc documented instructions of ERGOMED or Sponsor or as required by
applicable RegLrlations to which the INSTITUTION and INVESTIGATOR are subject, in
which case INST|]'UTION and INVESTIGATOR shall to the extent permitted by
applicablc Rcgulatiorts inform ERGOMED.

(vi) to conrply with their obligations under the Data Protection Laws. In that light,
INSTIl'UTION and INVESTIGATOR shall take appropriate technical and organisational

security nreasLlres to safeguard the Personal Data against unauthorised or unlawful access,

modification and against accidental loss or destruction of, or dar-nage to the Pelsonal Data,

unar:thoriscd transfer or other unautlrorised Processing of any Personal Data or any other

misuse o1- tlrc Personal Data, as specified in Schedule IV herein.

(vii) Ensure ttrat all pcrsons engaged by INSTITUTION and INVESTIGATOR and its

enrployees respect confidentiality obligation defined in Article 7.

In case of ealliel ternrilration of this Agreement or its regular expiry, INSTITUTION and

INVESTICA'|OI{ have to retain all Personal Data tlrat is subject of this Agreement (ISF and

medical records lclated to lhe Clinical Trial and Clinical Trial Subjects entered into CRF), as

defined by Sponsor and reqLrired by Regulations, only to the extent and for such period as required

by applicable Regtrlations.

INSTITUTION and INVEST'IGATOR shall ensure the confidentiality of all such Personal Data

and shall ensLl'e that such Pcrsonal Data is only retained as necessary for the purpose(s) specified

Country speci fi c_lN D I A, c l'l cct ivc_23Mlry 2024
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by Sponsor reqLriring its storage and for no other purpose. This Personal Data has to be archived at

the site as per applicable regr"rlatory requirements and in line with Sponsor's agreement.

INSTITUTION ancl INVIISTIGATOR shall only transfer the Personal Data from any jurisdiction to
any other juriscliction (the ELrlopean Economic Area ("EEA") constituting a single jurisdiction for
this purpose) as rrccessary to provide the Services under tliis Agreement or where otherwise

instructed by ERCOMED, Lrnless required to do so by law to which INSTITUTION and

INVESTIGATOR ale sLrbjccl; in such a case INSTITUTION and/or INVESTIGATOR shall
informERGOMUD ol'that lcgal requirement before Processing, unless that law prohibits such
information on impoltant grotrnds of public interest.

INSTITUTION anil lN\/ES]'IGATOR shall indemnify ERGOMED for any darnage suffered by
ERGOMED and/ol any alfiliale of ERGOMED as a consequence of or ensuing from breach by the
INSTITUTION arrcl INVESTIGATOR and/or tlreir Sub-processors to perform the obligations under

this Agreernenl rcla(ing to dala protection. For the purposes of this Atlicle, damage shall rnean: (i)
fines and otlrer pcnalties intposed by a supervisory authority or other governtnent agency; (ii)
compensation clairrrcd by third parties and; (iii) reasonable costs connected with the execution of this
Article.

10.

11.
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SCHEDULB IV
TECIINICAI, AND ORGANIZATIONAL SECURITY MEASURES

Certification- Obtain and implementthe IS/ISOlllEC2700l standard. If the INSTITUTION does not
have an IS/ISO//IEC 21001 certiftcation, a cornprehensive information security policy may be

adopted by the INSTITUTION and subsequently approved by ERGOMED or the Sponsor.

Physical security crtttl occcs.t control - Rights to access and operate the automatic data processing

system shall be availirblc ou11, Ie INSTITUTION's employees, INVESTIGATOR and members of
INVESTIGATOIT's leanr rvho shall be trained in handling of the Personal Data and who shall directly
handle such Personal Data. SLrch persons shall only have access to the Personal Data corresponding

to their respective autholisations, which shall be granted solely to such persons. INSTITUTION and

INVESTIGATOR slrall ensure that the IT systems utilized for the Processing of the Personal Data
only allow authorised users access to the data limited to their individual authorisation rights.

Confidential,4/ - INSI-l'ltJl-lON and INVESTTGATOR shall at all times keep confidential all
Personal Data it Ploccsscs prrlsuant to this Agreement. INSTITUTION and INVESTIGATOR may
disclose the Personal Dlla to its ernployees, metnbers of INVESTIGATOR's team, officers,
representatives or aclviscls rvlro need to know such information for the purposes of carrying out its
obligations under this Agrccltent provided that such employees, officers, representatives or advisers

are required to nraintain thc confidentiality of the Personal Data in accordance with the terms of this
Agreement.

Availability contrttl - l|lS'l'l IUTION and INVESTIGATOR shall ensure that the Personal Data
cannot be uninten(ionullr, lost or destroyed. Withor-rt lirnitation to the foregoing,INSTITUTION and

INVESTIGATOI{ slrrrll lnrplcment an antivirus protection system for all equiprnent used in the

Processing of thc l'clsonrl [)ata and a data security backup system,

Transfer control INSTIl'U'l ION and INVESTIGATOR shall ensure that during any transfer of the

Personal Data it cannoI bc rcird, copied, rnodified or deleted without autlrorisation.

Input control - INSl'll't I'i'lON and INVESTIGATOR shall implement a system to log who enters

the Personal Data inlo tlrc sl,sfsn-r used in the Processing of the Personal Data and by whom the

Personal Data is rcnrovcrl llonr such systems,

Separation of datct ltrocc.ssirtg for dffirent purposes - INSTITUTION and INVESTIGATOR shall

ensure that any Pclsrrnrrl [)lrta collected for different purposes is processed separately.

,,

3.

4.

5.

6.

7.
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Sl NoName of the Student Course College Name
1 Lavanya C S B.Sc. Biotechnology Womens college,Kolar 
2 P S Sireesha B.Sc. Biotechnology Womens college,Kolar 
3 Dhanyashree S B.Sc. Biotechnology Womens college,Kolar 
4 Bhavya B H B.Sc. Biotechnology Womens college,Kolar 
5 Dantya Kousar B.Sc. Biotechnology Womens college,Kolar 
6 Afreen Taj B.Sc. Biotechnology Womens college,Kolar 
7 Sandhya B.Sc. Biotechnology Maharani Cluster University Banglore 
8 Haritha B.Sc. Biotechnology Maharani Cluster University Banglore 
9 Deepthi B.Sc. Biotechnology Maharani Cluster University Banglore 

10 Deepthi, R. B.Sc. Biotechnology Sri Bahawan Mahaveer Jain College,KGF
11 Vidhyasree R C, B.Sc. Biotechnology Sri Bahawan Mahaveer Jain College,KGF
12 Griselda P B.Sc. Biotechnology Sri Bahawan Mahaveer Jain College,KGF
13 Irinda J B.Sc. Biotechnology Sri Bahawan Mahaveer Jain College,KGF
14 Blessy Mayor Maneksha CB.Sc. Biotechnology Sri Bahawan Mahaveer Jain College,KGF
15 Keerthana S K BE in Biotechnology Sir M Visevesvaraya Institute of Technology 
16 Pavana M.tech Student JSS Sceince and Technology University,Mysure
17 Pavana M.tech Student JSS Sceince and Technology University,Mysure
18 Dr.Satydeo Kumar Sing PG Biochem SDUMC
19 Ramagiri Sateesh Ph.D Biochem SDUMC
20 Bhavana Taj B.Sc. Biotechnology Womens college,Kolar 
21 Fareen Taj B.Sc. Biotechnology Womens college,Kolar 
22 Chitra Bai M B.Sc. Biotechnology Womens college,Kolar 
23 Akshitha R B.Sc. Biotechnology Womens college,Kolar 
24 Sarika T.N B.Sc. Biotechnology Womens college,Kolar 
25 Arpitha.M B.Sc. Biotechnology Womens college,Kolar 
26 Surya H.M B.Sc. Biotechnology Womens college,Kolar 
27 Keerthana V.R B.Sc. Biotechnology Womens college,Kolar 
28 Chandana.N B.Sc. Biotechnology Womens college,Kolar 

Department of CBMG 
Revenue Generated from department (June-2025 to May-2025)



No of Day Internship/ProjectAmount 
7 days 500
7 days 500
7 days 500
7 days 500
7 days 500
7 days 500
15 days 1000
15 days 1000
15 days 1000
15 days 1000
15 days 1000
15 days 1000
15 days 1000
15 days 1000
4 Months 8000
2 months 4000
4 months (Project) 8000
1 day workshop 1000
1 day workshop 1000
1 day workshop 500
1 day workshop 500
1 day workshop 500
1 day workshop 500
1 day workshop 500
1 day workshop 500
1 day workshop 500
1 day workshop 500
1 day workshop 500

37500
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Ret No SDUCON 

S. 

9 

No. 

10 

The Vice Chaman, 

SDUET, 

Sir. 

Tamaka, Kolar-563103. 

1"hoe: 4ISOSSUSO2 

uCatsona ust maha, holar-Stl |0, Ktataka. \Mhhated to RGUUS, Bugature and RecosBued lskNC Hangalore & INC, Vew Delhi) I0 9001:2015Cuficd & 1IC Accredited |nal: sducunsOn avahoo,com, 

SriDevara USCGlege oi Nursing 

'024-2 5 

With subject to the above, Here by I am submiting the following expenditure made towards Research 
Methodology Workshop, which was held on 19th and 20 June 2024. Further I request you to release Rs.51,641/ 
to Vendors/Principal/ through NEFT/RTGS and do the needful. 

1 unt of Sri Deata 

Sub.: Requesting to release amount spent for Research methodology workshop -reg 

Paid Modern Family shop,Tax Invoice No. 8360/D. 18-06-2024 of, 
towards Gift purchased for resourcc person 

and plants 

Particulars 

Paid to Ashraya Hospitality, Tax Invoice No.81/DL19/06/2024 
Services, towards purchase snacks 
Paid to SDUMC consumer Co-op. Socicty, Tax Invoice 
No.862/861,Dt 20/06/2022 towards purchase snacks and stationcry 
Paid to Harish printers, Bill No.161/D.20/06/2024 towards 
certificates print 
Paid to Sai Ram Enterprises, Bill No. d.20/06/2024 

Paid to Shrce Sudha Steel, Tax Invoice No. 198/19/06/2024, towards 

purchase momentos 
Paid to Kcerthi Farm and Nursery, Tax Invoice 
No.780&745,DL20/06/2024 and 22/06/202, towards purchase Pots 

Thanking you, 

Bill no. NiVDL19/06/2024, towards purchase stationcery 

Concession to faculty for paper presentation 

Food and snack charges ofSDUCONH 
Food- 155 members XRs.50/-X02 days 
Snacks -155 membersXRs. 10/-X02 days 
Tea-265 membersXRs.10/-X02 times 
Tea-155 membersXRs.10/-X02 times 

Rs.15,500/ 
Rs.3,100/ 

Encl.: 1. Copy of permission letter 
2.Orginal Tax Invoice 

Rs.5,300/. 

(Rupees seventy eight thousand six hundred forty one onty) 

Rs.3,100/ 

Weisite: slucon.acn 

Total 

Amount 

(Rs.) 
2,415/ 

2,130/ 

4,776/ 

4,125/ 

3,435/ 
30,000/ 

2,500/ 

260/ 

2,000/ 

27,000/ 

78,641/ 

Dates:24-06-2024 

Paid to Mrs.Malathi K.V. 
Asso.Prof.SDUCON 

details 

Remarks 

To be paid to Vendors as per enclosed 

SoYET Ta aetto 

Principal SDUCON 

Release Each one Rs.S00 
Mr.Rajendra Prasad, Lecturer, SDUCON 
Mrs.Sumalatha, Asst.. prof., SDUCON 
Mrs.Uma V., Lecturer, SDUCON. 
Ms.Gethcia ., Lecturer , SDUCON. 

Kept in College Account towards 
SDUCON Hostel Expenditure 

Total Amount Collected - Rs.78,200-00 
Total Expenditure - Rs.78,641-00 

Deficit Rs.441/ 

Yours faithfully, 

Principal 
Arineipsfbhy 

Sri Devaraj Urs College of Nursing 
Tamaka, Kolar-S63303 



Ref.No.SDUCON/120/2024-25 

SL. 

Income 

No 

2 
|3 
|4 

6 

5 

SI. 

Sri Devaraj Urs College of Nursing A Coastitueat unlt of Sri Devaraj Un Academy of lligher Edscation and Research 

Phone: 9480880802 

No 

Expenditure 

Research Methodology Workshop 19th and 20th June 2024 

Particulars 

SDUCON 

SDUCON 
Shanthi CON 

Eshwarammaji CON 
SLES CON 

(Reeognized by KNC, Bangalort & INC, Ne Deihi 
ISO 9001: 2015 Certified & NAAC Aeeredited 

Tamaks, Kolar-563 03, Karnataka. 
F-mait: sduconsonaahoo.com, 

Food and Snacks 
Certificates 

Course 

Miscellaneous 

Day scholars 
B.Sc.(N- Hostel79 

M.Sc.(N) 
Faculty 

No.of 

Particulars 

students Amount 

18 
09 
05 

54 

|14 

Website: sducon.ae.in 

$5 

Concession to faculty for paper presentation 

(Rs.) 
100/ 
200/ 
300/ 
500/ 
500/ 
S00/ 
500/ 

Honorarium, Mementocs (Including chief guest) & Prizes 
Stationery, Chart Lamination 

Total Income 

Date:24-06-2024 

To 

Amount 

7,900/ 
3,600/ 

2,700/ 
2,500/ 

27.000/ 
7,000/ 

27,500/ 
78,200/ 

Total 
Amount 

(Rs.) 
29130/ 
4,125/. 

32,415/ 
8,471/ 
2,000/ 
2,500/ 

Total Expenditure 78,641/ 

Sri Devaraj Urs College of Nursing 
ha, Kotar-563103 



From, 

To: 

Research and Development Cell 

SDUCON, Tamaka, Kolar 

The Principal, 

SDUCON, 

Tamaka,Kolar. 

Respected madam, 

Sub: Requesting to sanction and conduct Research 

Methodology Workshop at Regional level Reg: 

With the subject mentioned above from Department of Research and Development 

Cell SDUCON placing a kind request to release and grant permission to conduct Research 

Methodology Workshop at Regional for UG and PG students on 19-06-24 to 20-06-24. Here 

by enclosing the proposed budget plan for the same. Kindy grant permission and do the 

needful. 

Place: Tamaka, Kolar 

Date: 3-06-24 

Aales 

Thanking you, 

Yours faithfully, 

Dr.Lavanya 

Sbled o Vie claumaw, SDUET 

(y 












