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Protocol 1D: Ipc/HCQS/FIV-14

%¥1pca

PAYMENT SCHEDULE
Amount as per
Sr. Ne No. of Installment instaliment (RS.) Schedule
1 15t Instnliment 25,000.00 EC fees
3 Znd Installment 30,850.00 ‘At the time of initiation
3 3rd Instaliment 61,700.00 After recruitment of 3 Potients
4 Ath lustallment 215,950.00 After rulomization of 12 Fatdents
o 5th Iastallment 215.950.00 Afier randomization of 20 Paticns
" | Afier resalution of ail DCF and signaturs of
6 Gth Insaliment 92,550.00 Tiocat on CSR
Total 642,000.00
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Protocol 1d: Ipca/ETDI/PIV-15 <lipca

BUDGET STATEMENT

Study Title Evaluation of Safety and Efficacy of Etodolac Injection in patients with
y Postoperative Orthopedic Pain
Protocol ID: Ipca/ETDI/PIV-15
Department of Orthopedics, Jaipur National University, Institute for Medical
Study Center Sciences and Research Centre, Jagatpura, Jaipur-302017, Rajasthan.
Name ,0 f Dr. Ashish Sharma.
Investigtaor

Number of patients (30) .
Hoiils Proposed Amount (Rs.)
A Investigator’s Fees 200.000.00
B ECG (@ 200 /test) * 2 12.000.00
C X-ray examination (Rs. 300/ test) 9,000.00
D Cost of Study Staff 50,000.00
E Total 271,000.00
F Instituional Overhead (20%) 54,200.00
G Grand Total 325.200.00

Payment S.No. (A,B,C.D & G) to be made by cheque/DD in favor of - JNU Society for Social
Welfare.

Note:

1. The total budget is for (30) palients completing the treatment period. The budget will be adjusted on
pro rata basis (depending upon the number of visits completed by the patients), if the principal
investigator could not complete the required number of patients within the stipulated time.

2. ESR, X- ray and ECG will be performed at the site by investigator and cost of X -ray & ECG is
included in the budget. ESR tubes will be provided by central laboratory.

3. All other investigations as per the protocol will be performed by central laboratory and cost for the
same will be paid by sponsor of the trial directly to the central laboratory.

4, Blood smears, if applicable, have to be prepared at the site by investigalor’s study staff.

5. For lab investigations investigator has (o send the blood and urine samples to Metropolis, Mumbai as
per the laboratory requirement. (Sample pick-up will be arranged by central lab.)

6. TDS will be deducted (as applicable) from your total budget for a transaction done on personal account
or private institutes.

7. Principal Investigator has to refund the payment(s) [the gross amount of the Cheque including the
TDS] made by the “Sponsor” if he/she fails to recruit any patient on the study and/or if the site/study
members are found to be repetitively non-compliant to the study protocol and/or GCP guidelines.

8. The trial will be conducted on the competitive basis for enrollment of patient at all centers.

9. The study may be terminated at sponsor’s discretion, if there is poor rate of randomization/ enrollment
of patients at the sile.

10. The initial allotment of number of patients to the site will be at the discretion of the sponsor

Dr. Ashish Sharma

I_livestigators Signature, Date & Stamp

Confidential y{‘p\" na 3 apu" Page 1 of 2




Protocol Id: Ipco/ ETDI/PIV-15 clipca

PAYMENT SCHEDULE

Amount as per

Sr. No No. of Installment

Schedule

installment (Rs.)

1st Installment 16,260.00 Upon starting the recruitment

2nd Installment 32,520.00 After randomization of 5 Patients
3rd Installment 113.820.00 After randomization of 15 Patients
4th Installment 113,820.00 After randomization of 30 Patients
ik Bstiitient 48.780.00 After resolution of all DCF and signature

of Investigator on CSR
Total 325,200.00
Dr. Ashish Sharma

Investigators Signature, Date & Stamp

¢ AR Mathur)
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Annexure-A

BUDGET APPROVAL SHEET
Name of Pl " | Dr. Anubhav Gupta
' Site Name - | JNUIMSRC, Jagatpura, Jaipur, Rajasthan

I
I

A multi-centric, randomized, double blind, parallel group, active controlled,
comparative Phase Ill clinical trial to evaluate the efficacy and safety of FDC
Study Title of Mirabegron 25mg/50mg (ER) plus Solifenacin succinate Smg/Smg tablet

versus Mirabegron 26mg/50mg (ER) tablet, Soiifenacin succinate Smg tablet
in subjects diagnosed with Overactive bladder.

: - ==
Study Protocol WIN/CT/004/MIR/SOL/2018, Version 1.1 Dated 28.ul2018
Number '

« Total No of Patients Sixty six (45)

« Total No of Visit Eight (08)

+ Total Study Duration 120 days
Particulars '

« Screening Duration (-3 to-1 days) 3 days

e Active Duration Ninsty (80) days

+ Follow up Period Thirty (30) days

Remuneration for Principal Investigator (Pl) and study Team:

; _ ey : Sub-
Particulars Cost Per Patient (INR) No. of Patients | Amount {INR) | Total
k! : (INR}
Screening visit 700.00X1=700.00 45 ~31,500.00
B 3,19.500.00
Treatment Duration 1000.00X5=5,000.00 45 2,25,000.00
Follow Up 700.00X2=1,400.00 45 63,000 00
Total Cost 7,100.00 45 3,19,500.00
Study Archival charge (aimirah cost) 10,000.0C
Grand Total (INR) 3,29,500.00
In words: Three lacs fifty four thousand five hundred rupees only.
Lab cost (will be paid as per actual invoice)
[
Ethics Committee Charges (as per IEC fees) | 25000.00

Note:
- Applicable TOS will be deducted.
- Screen faiiure for maximum of five (05) subjects will be given at a rate of Rs.400 00 per subject.

- Treatment drop out charges (based on number of visits made) will be paid for 20% of total
randomized patients, v

Number of study subject is subjected to change.

N 3
'For treatment duration the paymeni will be made o Wm\aw completed by the

JjoBL §imilarly, for follow-up visits payment will W{amwh’é‘cfdn‘i\\gﬁu complegqjmﬁ w-.ue
\ , ' ~

l.': ’_"l = r—vl 1\0
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INVESTIGATOR AGREEMENT
Regarding the Conduct of the Following Clinical Trial

{AROIVNSIS 335

Study Title: A blood test to provide high quality DNA and/or plasma linkable to
clinical information as a resource for the research.
(Protocol No: SCRI/PNS/2019/001)

SLTLB LIV IS0 N
"0 +

Investigator Agreement, dated as ofi's_"? %ay of 2019, by and among Spectrum
Clinical Research Pvt. Ltd. with an address at 401, 4" Floor, Kshamalaya, 37, New
Marine Lines, Mumbai, 400020, India hereinafter referred to as “SCRa
Dr. Jaswant Goyal with an address at Jaipur National Universi
Medical Sciences and Research Centre, Agra — Jaipur Road, Near New RTO

GP-EL  om om A o 067 0N oM

Jagatpura, Jaipur, Rajasthan 302017 hereinafter referred to as ‘Investiga oE a
Jaipur National University Institute for Medical Sciences and Research in
Jagatpura, Jaipur hereafter referred as “Institute.” Pensieve Health is hereiha

referred to as the "'SPONSOR'.
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Section 1.

1.4

\\5
19

141

1.2

1.3

|

Y {¢rof. U K Mathur

Conduct of Study

Administration of Contract. SCR, a Contract Research Organization

engaged by the SPONSOR for services relating to this study shall,
except as provided herein, administer all aspects of this Agreement
and the study on SPONSOR's behalf until notice indicating otherwise
is provided by SPONSOR to the parties hereto.

Independent Contractor Status. Investigator's relationship to SCR

under this agreement is one of independent contractor, and
investigator has no authority to bind or act on behalf of SCR and will
deal exclusively with SCR for the purpose of this study.

Institution Staff Bound. Investigator represents to SPONSOR and SCR
that each of his staff members working on the study including each

Investigator, co-investigator, sub-investigator, pharmacist, nurse,
technologist, and coordinator has read and agreed to this agreement
by signing on behalf of self and the entire team in the form set forth in
Exhibit B.

Study Participant Information, Consent. Investigator will consider
patients receiving preventive /Clinical care or as specified in the
protocal, for enroliment in the study. Before inclusion in the study,
Investigator shall inform potential study participants orally and in writing
about the clinical study including its risks, benefits, tests and
procedures, and shall obtain written IRB-approved informed consent
from each participant for participation in the clinical trial. The form for
such consent shall be provided by SPONSOR or SCR. The laboratory
results generated in the study will not be revealed to Investigator or
study participants. Investigator agrees to independently evaluate all
study participants according to Protocol.

P

E Page 2 of 12
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1.5 Projected Study Participant Recruitment Period. Investigator shall use

his best efforts to enroll patients undergoing biomedical testing at site
as described in the Protocol over a specified period of enrcliment
starting from the Site Initiation by SCR or Sponsor. SCR may upon
notice shorten or enlarge the enrcliment period. SCR has the option to
increase or decrease the number of Patients enrolled by the
investigator.

1.6 General Duties of Investigator. Investigator shall ensure that the

Investigator shall carry out his duties hereunder in a professional and

ethical manner.

1.7 Certain Specific Duties of Investigator. More specifically, Investigator

shall:

a) Compliance with Protocol. Conduct the study pursuant to the terms
of this agreement and in strict adherence to the study protocol, any
amendment thereto and any other written instructions that may be
provided from time to time from SCR to Investigator.

b) Compliance with Law. Comply with all applicable laws, regulations
and guidelines.

¢) Study Participant Information. Maintain a screening log and study
participant identification and contact list.

d) Retention of Study Data. Store all documents related to the
- protocol, which may be subject to change and will be conveyed to
Investigator by SCR.

e) Data Documentation. Perform all necessary investigations
completely and correctly and continuously document study data of
study participants in the study on the case report forms (CRF)
provided by SPONSOR as soon as the information becomes
available, and document all other relevant data (e.g. informed
consent, date of visits, etc.) on the CRF.

f) Return of Materials. Return to SPONSOR the unused
Investigational Product, and unused CRF documents.

g) Ownership of Property. All data, improvements, inventions,
technology, and knowledge fumnished by SPONSOCR pursuant to

a‘thUﬂ Page 3 of 12
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Section 2.

Section 3.

Section 4.

Section 5.

Section 6.

N
19:5 1)

this Agreement or generated or collected in connection with each
Study shall constitute the sole property of the SPONSOR.

Ongoing Monitoring: The study shall be monitored by SCR or any other
Organisation as designated by SPONSOR. Investigator shall facilitate
source data verification at the study center by SCR at regular
monitoring visits before, during and at the end of the study, and provide
the time and necessary data for discussion with the monitor. During
these visits the data recorded in the case CRF’s used for the study shall
be verified at the study center by comparing them with the original data
in study participant records and other source documentation. After the
check of CRF's for completeness and correctness, Investigator shall
furnish any missing information and make 'necessary corrections.

Audits. Investigator shall provide access by authorized personnel of the
quality assurance units of SPONSOR or SCR or regulatory authorities
in order to conduct audits of the study. Investigator shall be personally
available during the time required by the auditor.

Confidentiality. Investigator shall execute and deliver a confidential
disclosure agreement in the form set forth in Exhibit A.

Final Report; Publication. Upon conclusion of the study SPONSOR

may, with the assistance of Investigator as required, prepare an
integrated final report thereof. SPONSOR shall retain all right of
publication of study results and may request the participation of
Investigator therein. Investigator will not publish any aspects of Study or
Study results without prior written consent of Sponsor.

Ethics Committee (EC). SCR shall help Investigator to obtain EC
approval of the study and assist with the necessary regulatory
procedures at the study site. Investigator shall by notice send to SCR
(referencing the study number on the outside of the correspondence)

Page 4 of 12
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Section 7.

Section 8.

Section 9.

before the start of the study a current and signed scientific CV of
Investigator (and co-investigator, if applicable) and other staff members
involved in the study, other documentation as required, and the signed
protocol.

Payment. All payments made by SCR to Investigator will be made in
accordance with the payment schedule in the form set forth in Exhibit C
Payments will be made in favor of Jaipur National University Society
For Social Welfare. Account No. 2246002100026759 and IFSC

Code-PUNB0224600," and sent to Dr Jaswant Goyal, Chief Advisor

(Medical Sciences), Jaipur National University Institute for Medical

Sciences and Research Centre, Agra — Jaipur Road, Near New RTO

Qffice, Jagatpura, Jaipur, Rajasthan 302017

Insurance. On behalf of Investigator, SCR shall at all times maintain a
policy of insurance sufficient to support its liabilities and potential
liabilities herein. A copy of the cover note/ policy shall be provided by
SCR to the Investigator.

Termination. SPONSOR may upon notice terminate this agreement at
any time with or without cause, including for the reason that no study
participants have been admitted into the study within four weeks of site
initiation provided that SCR (on Sponsor's behalf) shall promptly pay
any compensation due to the Investigator.

Section 10. Applicable Law. The Laws of India, excluding its principles of conflict of

Section 11.

'\a/
19.8°\9

law, shall govern any litigation brought in respect of this agreement and
shall be brought and conducted in Mumbai, India. In case of any dispute
arising out of this agreement the same shall be referred for Arbitration
under the provisions of Arbitration & Conciliation Act, 1996.

Reimbursement. Reimbursement for services performed, as agreed

upon, will be passed on by SCR when such reimbursement amounts

t\'\\)ﬂ Page 5 of 12
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have been received by SCR from the SPONSOR. In the event of any
early termination the total sum payable by SCR (received from the
SPONSOR), shall be equitably pro-rated for actual work performed and
expenses incurred as of the date of termination, with any unexpected
funds previously paid to the Investigator being refunded to SCR. In the
event of the SPONSOR not being in a position due to any unforeseen
event, to reimburse SCR, SCR in turn will not be liable to reimburse the
investigator for such amount for which SCR itself has not received the
reimbursement.

IN WITNESS WHEREOF this Agreement has been entered into by the parties
through their duly authorized agents, effective as of the date last set below.

For Institute, For SCR,
{pur National University Institute for Medical ~ Spectrum Clinical Research Put.

Scigncgs and Research Centre, Jaipur Ltd.
A3
f'_lh/
Name: Dy. Sandeep Bakshi Name: Dr. Viral Shah
Title: Chancellor, Jaipur National University Title: Medical Director
Date: | )¢, 24519 Date: 16 fAUG (2019
For Investigator,
Jaipur National University Institute for Medical
Sciences and Research Centre, Jaipur
N FRA I athut)
(prot. L istra’ . oy
Name: Dr. Jaswant Goyal g‘g? nal Unive!
Title: Principal Investigator Japut T yaipur
Date: |4 AU 2819
Page 6 of 12
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Exhibit A
CONFIDENTIAL DISCLOSURE AGREEMENT

This Confidential Disclosure Agreement (the “Agreement”) is made between
Dr. Jaswant Goyal hereinafter referred to as 'RECIPIENT’ with an address at Jaipur
National University Institute for Medical Sciences and Research Centre, Jagatpura,

Jaipur and Spectrum Clinical Research Pvt. Ltd., hereinafter referred to as ‘SCR’
with address at 401, 4" Floor, Kshamalaya, 37, New Marine Lines, Mumbai, 400020,
India.

Witnesseth

WHEREAS, ‘SCR' possesses certain confidential data and Information related to
various Compounds under Clinical Evaluation

WHEREAS, it being understood that the SCR and its affiliates, as the case may be,
(the “Disclosing Party”) wishes to disclose Confidential Information to the
'RECIPIENT" in order to facilitate discussions.

WHEREAS, the 'RECIPIENT is willing to receive the Confidential Information
subject to the terms and conditions set forth below:

NOW, THEREFORE, in consideration of the premises and mutual promises and
benefits set forth herein, the parties hereto hereby agree as follows:

1.0 SCR (the Disclosing Party) is willing to disclose Confidential Information to the
‘RECIPIENT’ on the following terms:

(@) ‘RECIPIENT will receive, maintain, and hold the Confidential Information
in strict confidence and will use at least the same level of care in
safeguarding it that it uses with its own confidential material of a similar
nature;

K Mathur)
(Prof. D ¥ et s s
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2.0

(b)

(d)

‘RECIPIENT" will not disclose the Confidential Information to any third
party or utilize the Confidential Information, except as provided herein,
without first having obtained Disclosing Party's written consent to such
disclosure or utilization,;

‘RECIPIENT' may disclose Confidential Information o its employees and
to corporate affiliates, to the exient required to evaluate the potential
business relationship or fulfill its obligations; and

All obligations under this Agreement will expire Three (3) years after the
date of this agreement.

The obligations set forth herein shall not apply to the Confidential Information to

the exient that;

()

(b)

(d)

()

ol

'‘RECIPIENT’ lawfully had confidential information in its possession prior to
the disclosure by the Disclosing Party, and it was not acquired directly or
indirectly from Disclosing Party;

is the confidential information generally available to the public, or
hereafter, through no act or omission on the part of ‘RECIPIENT’, it
becomes information generally available to the public;

The confidential information corresponds in substance to information
furnished to ‘RECIPIENT’ on a non-confidential basis by a third party
having a legal right to do so; but the same cannot be used to affect

adversely the future business interest of the parties.

‘RECIPIENT' can demonstrate by competent evidence that it was
developed by or for 'RECIPIENT independently of the disclosure of
Confidential Information by Disclosing Party; or

It is required by applicable law or regulation ta be disclosed.

5

_E’\{':%{ thQ\ '\SS&:}-\EQS’\‘V Page 8 of 12




3.0 Neither this Agreement nor any disclosure hereunder shall be deemed, by this
implication or otherwise, to vest in ‘RECIPIENT” any license or other ownership
rights to or under any patents, know-how, or trade secrets.

4.0 With respect to this Agreement, correspondence with the ‘RECIPIENT shall be
addressed to Dr. Jaswant Goyal at the address set forth above.
Correspondence with SCR shall be addressed to Dr. Viral Shah at the address
set forth above.

5.0 No failure or delay by Disclosing Party or ‘RECIPIENT’ in exercising any right,
power, or privilege under this Agreement shall act as a waiver thereof. Any
amendments or modifications to this Agreement must be in writing and signed
by the parties

6.0 This Agreement shall be governed by the laws of India, without giving effect to
the conflicts of laws provisions thereof. In case of any dispute arising out of this
agreement the same shall be referred for Arbitration under the provisions of
Arbitration & Conciliation Act, 1996,

IN WITNESS WHEREOF this Agreement has been entered into by the parties
through their duly authorized agents, effective as of the date last set below.

For, For,
Jaipur National University Institute for Spectrum Clinical Research Pwt. Ltd.
Medical Sciences and Research Centre,

Jaipur
e oINS
Name: Dr. Jaswant Goyal Name: Dr. Viral Shah
Title: Principal Investigator Title: Medical Director
Date: |4} Jug 261 A  Date: 16/AUG[2p1g
{Prm Mathur)
Registrar
Jaipur National University
Jaipur Page 9 of 12
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Exhibit B

Study Team Composition (Names & Roles)

¢ Principal Investigator

Dr. Jaswant Goyal
MEBS, MD, MBA

Name of Principal Investigator: Dr. Jaswant Goyal

b

Signature of Principal Investigator: 52\

Date: |7 AYG 25

S )
C qs.i K Maihu:)
. Pegistrar
W ational Univergiiy,
Jaipur .
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Exhibit C

Budget and Payment Terms

Per patient’s sample collection cost will be Rs.100/- (with storage till dispatch of
5mi sample along with Informed Consent & Electronic Medical Record of subjects)
& Rs. 20/- for Consumables (Syringes, Needle, Tournigette, IV Spot, Alcohol Swab
etc.)

Terms & Conditions:

No infrastructure will be provided by the Sponsor/SCR except centrifuge. Site has to
use their available infrastructure [Laptop/deskiop, internet connection, fax, cupboard,
deep freezer, etc.].

Logistic for the sample shipment will be provided by Sponsor/SCR.

Payments will be made based on the number of samples sent along with complete
ICF and Electronic Medical Records (EMR) to Sponsor/SCR.

No payment will be made for the samples received with less volume (<5 ml) and
incomplete ICF and incomplete Electronic Medical Records (EMR).

All clinical research funding is subject to deduction of all statutory taxes as
applicable. A TDS certificate shall be issued in favor of the beneficiary at the end of
the financial year.

All payments will be made in favor of Jaipur National University Institute for
Society for Social Welfare, Account No.- 2246002100026759 And IFSC Code-
PUNB0224600

All invoices shall be addressed to “Spectrum Clinical Research Pvt. Ltd., 401,
Kshamalaya, 37 New Marine Lines, Mumbai - 400020".

Scope of Work:

g
Prof. D K Mathur)

Responsibilities of site & Stutfdﬁﬂﬁﬁhmwmde but is not limited to helping

the Investigator in Prﬁ?é%ol relategpuprocedures, subject recruitment, follow-up,

\J"'?'\j Page 11 of 12
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coordinating with various agencies, couriers and vendors, Study supplies

accountability, maintaining complete documentation for the Study, and being

available when the CRA (clinical research associate/monitor) from SCR visits for

monitoring visits.

Responsibility of Investigator include but is not limited to medical examination and

per Protocol decision making and subject safety; and discharging other ICH-GCP,

Schedule Y driven investigators responsibilities. It is assumed that the duties of

Investigator may be delegated to sub-investigator in his or her absence however

ultimate responsibility at site remains with the Investigator.

For, For,
Jaipur National University Institute for Spectrum Clinical Research Pvt. Ltd.
Medical Sciences and Research Centre,
Jaipur
L

Nl

Name: Dr. Jaswant Goyal
Title: Principal Investigator
Date: |9 AVG 20, 9

I'[?J"CI‘ .

e‘,' ‘l,_ni

Name: Dr. Viral Shah
Title: Medical Director
Date: _IS/AUG /9 019

)

K Mathuﬂ
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JAIPUR NATIONAL UNIVERSITY

INSTITUTE FOR MEDICALSCIENCES AND RESEARCH CENTRE, JAIPUR

t (Appendix VII Schedule ¥ Rule 122 Drugs and Cosmetics Act. 1945)

"Full name, address and title of the Principal Investigator (or Investigator(s) when there is no Principal
Investigator)

Dr. Jaswant Goyal, Principal Investigator

Jaipur National University Institute for Medical Sciences & Research Centre
Agra - Jaipur Rd, Near New RTO Office,
Jagatpura, Jaipur, Rajasthan 302017,

E\.J

Name and address of the medical college, hospital or other facility where the clinical trial will be conducted:

Jaipur National University Institute for Medical Sciences & Research Cenire
Agra - Jaipur Rd, Near New RTO Office, [
Jagatpura, Jaipur, Rajasthan 302017

3. Education, training & experience that qualify the Investigator for the clinical trial (Attach details including
Medica! Council registration number, and / or any other statement(s) of qualification(s))

A Curriculum Vitae [0 Other Statement of Qualifications

4. Name and address of all clinical laboratory facilities to be used in the study.

Spectrum Healthcare Lab

5th Floor, Manish Commercial Centre, 216-A, |
Dr, A. B. Road, Worli, Mumbai - 400025

5. MName and address of the Ethics Committee that is responsible for approval and continuing review of the
study.

Institutional Ethics Committee
Jaipur National University Institute for Medical Sciences & Research Centre
Jagatpura, Jaipur

6. Names of the other members of the research team (Co- or sub-Investigators) who will be assisting the i
Investigator in the conduct of the investigation (s). 5
e Dr Ajit Thakur, Asst. Professor- Clinical Research Coordinator
= Dr Saloni Chandalia- Clinical Research Coordinator
e«  Ms Rashmi Attri- Clinical Research Coordinator

7. Protocol Title and Study number (if any) of the clinical trial to be corducted by the Investigator.

SCR/PNS/2019/001: A blood test to provide high quality DNA and/or plasma linkable to
clinical information as a resource for the research.

,\;ﬁ L naie
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Jagatpura, Jaipur - 302 017, Rajasthan, india

Ph.: 0141-3063199 | Fax:0141-2753377 | E-mail med ical@j nujaipur.ac.in | Website : hitp:/finujaipur.ac.in




Commitments:

{iy 1| have reviewed the clinical protocol and agree that it contains all the necessary
information 1o conduct the study. | will not begin the study until all necessary Ethics
Committee and regulatory approvals have peen obtained.

(i) | agree to conduct the study in accordance with the current protocol. | will not
implement any deviation from or changes of the protocol without agreement by the
Sponsor and prior review and documented approval / favorable opinion from the
Ethics Committee of the amendment, except where necessary 1o eliminate an
immediate hazard(s) to the trial Subjects or when the change(s) involved are only

logistical or administrative in nature.

{iii) | agree to personally conduct andior supervise the clinical trial at my site.

(iv) | agree to inform all Subjects that the drugs are being used for investigational
purposes and | will ensure that the requirements refating to obtaining informed
consent and ethics committee review and approval specified in the GCP guidelines

are met.

(v) |agree to report to the Sponsor all adverse experiences that occur in the course of

the investigation(s) in accordance with the regulatory and GCP guidelines.

(vi) | have read and understood the information in the Investigator's brochure,

including the potential risks and side effects of the drug.

(vii) | agree to ensure that all associates, colleagues and employees assisting in the
conduct of the study are suitably qualified and experienced and they have been
informed about their obligations in meeting their commitments in the trial.

(viii) | agree to maintain adequate and accurate records and to make those records
available for audit / inspection py the Sponsor. Ethics Committee, Licensing
Authority or their authorized representatives, in accordance with regulatory and

GCP provisions. { will fully cooperate with any study related audit conducted by

regulatory officials or authorized representatives of the Sponsor.

(ix) |agree to promptly report to the Ethics Committee all changes in the clinical trial

~ S
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activities and all unanticipated problems Involving risks to human Subjects or
others.

(x) f agree to inform all serious adverse events to the Spensor, licensing authority as
well as the Chairman of Ethics Committee Within 24 hrs of their occurrence

(xi) 1 will maintain confidentiality of the identification of all participating study patients
and assure security and confidentiality of study data.

(xii) | agree to comply with all other requirements, guidelines and statutory obligations
as applicable to clinical Investigators participating in clinical triais

bk 12 Buadors
Signature of Investigator -~
(Proégl( Mathur)
Registrar
Jaipur National University
Jaipur
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[ HRATE, "PROPOSED o .

_Site Namne TNU IHS RC 1
| StudyTitie 1 A CMulticantric, Open Label, S.ng!e “Arm, Elexible sle dose, Obs = Dbservational, Phase v
i l Clinical Trigl to assess ihe Safety and Efficacy of Fixed Dose Combination (F m‘)
E. ]c;f Betahistine Pinydrochioride 8/46 mg + Domperidang 10/10 mg Tablet in I
t \ Patients  Diagrosed  wath Symptems o Vestibular  Peripheral Vertigo |
‘ | [VertigoiMotion Sickness, Nzusea, Dizzingss, Headache and Vomiting]. JI
“Study Protecol | W7 CT/004/B0/2019, VER. NO. 1.0 DATED umzm e e 1
| Number e e N A
! Barticulars - . TotsiNoof Patients Thirty {30) 5}
! \ « Tomwal Mo of Visit Six (08) ]
' »  Total Study Duration 28 days i

Seraening Duration (-2 to -1 days) 2 days

Active Duralion Twenly one (21) days

seven (07) days

e e A e e e

'i i . F(ﬂlnw up Peri od

Remuneration for Principal Inyestigater (Pl) and study Team:

‘ Particulars

Cost Per Patient (INR) Mo, of Patients Amount (INR)

Sub-Tetal (INR)

I
| 3c re i*u-g vw

g R

. 300.00X1=300.00 l §,000.00
| ~H00.00%47200000 | _ —gopoooo | 8100000
v —moRey | % | eewo)
i {n.s S 2.700.00 A | 8100000
'} Sty Archival charge i‘iim.mh cost) : 1 - ‘ID af]t‘i“u"
_' Lab cost {will be paid as por actual inveice) AN O QM B
| cinies Committee Charges {as per IEC fees) ':;7;. 28,070 A A it t
Grand Total {INR) . 91,000.00 .
=

lnwnrds Hinety one thausand rupees Only. + Z..CIJ) [.EJ- {
‘PAvEE NAME * a7k NATIONAL ONIVERSITY

Note: FoR  Soqiar W ELFARE

Applicable TDS will be deductad.

Sereen fature for maximum of five (03) subjects will ba given ot a rate of RS, 300.00 per subject.

Traatment Drop oul charges {hasad on number of visits made} will be paid for 20%
randomized patients.

of taial

Mumber of sludy subjectis subjecied to changs.
Page 1 0f 2
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~ " PROPOSED BUDGET SHEET

Term of Payments:

«  10% at the time of sile initiation.

. 2%% at the time of 50% Patient recruitment.
. 30% at the time of 100% Patient recruilment.
. 25% at the time of site cleseout.

« 109 after approved by sponsar

For RAHE Life Science
Nama
Synature: __

Dasignation:_

Dale

Vitness' Name!

Signoture:

Date

For Entity
name 823 Nbhiway Ratiu
Signature: C?l b’ - vk L"- {.«i
Designation: M 1
Date: Qfﬁ, 06 |_\22]_q-___

Witness Name; :D’\ -gﬂlk&f‘-'ﬂl 6 LL“UQG
Signature: P e ks P
pse: _03%}06]2019

s E-N ibﬁ?
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e, A B

« Total No of Patients Thirty (30)
kil « Total No of Visit Six (06)
« Total Study Duration Four (04) weeks
e Screening Duration (-3 to-1 days) 3 days
» Active Duration Two (02) weeks
« Follow up Period - Two (02) weeks

comparative Phase lIl clinical trial to evaluate the efficacy and safety of FDC of
Bepotastine Besilate 10mg/10mg plus Montelukast Sodium 5mg/10mg Tablet
versus Montelukast Sodium 5mg and Montelukast Sodium 10mg tablet in subjects
diagnosed with Allergic Rhinitis.

H =
=PPUM-centric, randemized, double blind, parallel group, active controlled, ¥

WIN/CT/007/BEP/MON/2018, Version 1.0 Dated 11 JUL 2018

o - 700.00X1=700.00 & 21,000.00
Treatment Duration 1000.00X3=3000.00 30 90,000.00 1,53,000.00
"~ | Follow Up 700.00X2=1400.00 30 42,000.00
Total Cost 5,100.00 30 1,53,000.00
i [ Study Archival charge (almirah cost) 10,000.00
. Lab cost (will be paid as per actual invoice)

Ethics Commitiee Charges (as par iEC fees)

Kl o shae e e

e l words: One lakh sixty three thounnd rupees Only

- Applicable TDS will be deducted.
. Screen failure for maximum of five (05) subjects will be given al a rate of Rs. 400.00 per subjecl.

. Treatment Drop out charges (based on number of visits made) will be paid for 20% of lotal
randomized patients.

’ . Number of study subject is subjected to change.
Page 10of 2
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PROPOSED BUDGET SHEET

3 d Efficacy of Fixed Dose Combination (FDC) of Nortriptyline
g + Gabapentin 400mg Tablet BD in Subjects Diagnosed with
Neuropathic Pain due to Diabetic Neuropathy or Post Herpetic Neuraigia.

WIN/ CT/006/NG/2019, VER. NO. 1.0, DATED 02/FEB/2019.

* Total No of Patients Thirty (30)

«  Total No of Visit " Five(05)

+ Total Study Duration ~ Forty two (42) days

e Screening Duration (-2 to -1 days) 2 days

* Active Duraticn Forty two (42) days
uneration for Principal Investigator (Pl) and stu

Treatment Duration 500.00X4=2000.00 30 €0,000.00 T
Total Cost 2300.00 # 30 - 69,000.00
Study Archival charge {almirah cost) 10,000.00

Lab cost (will be paid as per actual invoice)

: In word: Swunty Nlna sand rupou Only.

Eihius Commlttae Chﬂrges (as per IEC. feas} :

e L T i LR UG

Note:
- Applicable TDS will be deducled. e
- Screen failure for maximum of five (085) subjects will be given at a rate of Rs. 300.00 per subject,
! - Treatment Drop out charges (based cn number of visits made) will be paid for 20% of total
randomized patients.
= Number cf study subject is subjected fo change.
¢ Page 10of 2 \Pto geg‘sﬂ un Ne‘s"w
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| Name of Pl

=

| Site Name

= BUDGET APPROVAL SHEET

o | Tv: Sl [ Kumay

\Slxmw;

TNUTMSRE

| — e A
| Study Title A Mullicentric, Open Label, Non-comparative, Flexiole dose, Phase-1V clinical trial
to evaluate salety and efficacy of Fixed-Dose Combination (FDC) of Ramipnl
2.5/5/10 mg + Cilnidipine 10/10110 mg capsulaes in subjecls diagnased with mild to
Il moderale hypertension.
Study Protocol | wWiIN/CTXO7IRCI2018, Version 1.0
| Number o -
| Particulars Total No of Patients Thirty (30) B
| Six (06)

= Total Stucy Durelion

« Secreening Duralion

+ Aclive Duration

» Follow up Penod

P
l Total No of Visit
|

Remuneration for Principal Investigator (Pl}

and study Team:

Four (04) weeks
{-2 to-1 days) 2 days
Two (03) weeks

One {01} wcek

Particulars Cosl Per Patient (INR) No. of Patients Amount (INR) Sub-Total (INR)
Screening visi 300.00X1=300,00 30 9,000.00 '
Treatment Duralion |~ 500.00X4=200000 30 60,000.00 81.000.00
| Follow Up o 400. 00X1=400.00 K 12,000.00
Total Cost 2.700.00 | 30 81,000.00 LE——
Sty Archival charge (almirah cost) .G 000.0C
| Lab cest {will be pad as per aclual invoice) A On ﬂ{‘:ﬁhh
{ Edues Commiltee Charges (as per EC fees) t 25,000
| R |
Grand Total (INR) | ev00000 it T
| In words: Ninety one thousand rupees Oniy. ~t Lﬂb {ou
PAVEE NAME TIAIPUR NATIONAL UNIVERSITY SOCIETY §oK
Nota: SociaL Wi LT ARE R
Apphcable TDS will be deducted.
Soreen failure for maximum of five (€5} subjects will be given at a rale of Rs. 400.00 per subject.
~ Treatment Drop oul charges (based on number of visits mada) will be r 20% of tolal
randomized palients,
- Number of study subject 18 subjected to change.
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- Term of Payments:

+ 0% at the lime of site initiation

*  25% at the time of 50% Patient recruitment

«  30% at the time of 1
* 5% al the time of sile closeout,

* 10% after approvag by sponsor

% Patient recruitment.

For RAHE Life Science

MName

Signaltra: =l
DBes et
Diate: y

For Entity
Name: "IDA . '-ﬁ)LQ-LP Kumar Shasma
| :
Signature: g ek AR

= : r o~ i = g 2
Designation: f 1%“_9@__%4_.? Lebictn

Witness' Name

Signature:

Dita:

Date: 0 "‘:‘ 06 ’ 2019
“+~ - A lf
Wilness’ Name: | A . .,]&Q,q.wu.-\i {rg.;l'_j-_u_

Signalure: ’\_; 2t S

cate: - 0306 Jooig

inlbials CRO

¢, D X Mathur)
\Pro “qegisua‘f' ersity
. nationa! i
Jatpdt B iou
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laitials P

Confidential




Lite Seience

- Nama of PI
| Site Name
| Study Title

LM :"‘C'J"lrs.!ﬁ'.fd)f‘f‘ /'fm':_t‘u((l
i Jatpus Nadignal | Jwivedihy TNSKC

| A Multicentric. Open Label, Single Arm, Observational, Phase IV Clinical Tria to”

‘ assess the Salaty and Efficacy of Fixed-Dose Combination (FDC) «of

BUDGET APPROVAL SHEET

I
|
I Study Prolocol
| Number

| Particulars

-

WIN/CT/C03/CTI2019, Versian 1.0

Total No of Patients
Total No of Visit
Total Study Curation
Sereening Duration
Active Duration

Follow up Periog

Thrty (30)
Five (05)

Five {05) weeks
(-2 to-1 days) 2 days

Two{02) to Four (04) weeks

One {01) week

Remuneration for Principal Investigator (Pl) and study Team:

|
|

Chiordiazepoxide 10 mg + Triflouperazine 1 mg Tablet in Subjecis Diagnosed
with anxiety disorders.

Particulars Cost Per Patient {INR) No. of Patients Amount (INR) Sub-Tolal (INR)

 Screening visit 300.00X1=300.00 | 30 9.000.00

Traatment Duration 500.00X3=1500.00 i 30 . 60,000.00 §1.000.00

¥ :*,!Fm*i Up ) 400.00X1=400.00 o’ 30 12,000.00

Total Cost 2,200.00 30 81,000.00

Study Archival charge {almirah cost) 10,000.00

Lab cost {will be paid as per actual invoice) A n pAc hac s

Ethics Commitles Crarges (as per IEC fees) 'Q_ S) S e

Grand Total (INR)

“Nete:

- Applicable TDS wall be deducted,

in words: Ninaty one thousand rupeas Cnly.

fosse

Screen failure for maximum af five (05) subjects will be given at a rate of Rs. 300.00 per subject.

Treatment Drop ool charges (based on number of visits made) will be paid for 20% of (ol

randomized patients.

- Number of study subject 5 subjected to change.

3~

D K Mathur)
Registre’
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Term of Payments:

-y
. I,

St tha tme of site wuliation.

- .

* Lo

-~ BUDGET APPROVAL SHEET

al the tme of 50% Patent recruitment,

. 0% ot the tme of 100% Patient recruitment.

. 25% at the time of site closeoul.

« 10% aher approved by sponsor

For RAHE Life Science

Ngne:

Signature

Deasignabon:

Date:

wWitrinss Name:

Nama:
Signature.
Designation:

Dale:

Signature

Date:

Signature:

For Entity
B hAhbeo f%(.‘t.L.?{ i
n)( W/

L—ELKJ L ﬁ__‘{.‘ L

_,3‘ \j.l.-’ﬂ)ﬂ_

Wilness'Name:Ll'\'-g 1{}&'[,'1(“}]: I;;".\E;H'li

Date:

D

o a__

mals CRO

-+ (Prof.

Registra
Jaipu! National Unwersity
Jaipur  Page 2of2
Confidential

Initials PI




_RAHE Y BUDGETAPPROVAL SHEET.

INamaofPl ‘DJH El;nweea MA]'L% - ;{
;S;toﬂame 5 TP’J UIMSRC i
f Study Title TA Mulliceniric, Open Label, Sing Single Arm, Obscrvatonal, Bhasa v Clinical Trial i |

II assess the Salety and Efficacy of Fixed-Dose Combination (FOC) of Tramadol ’
I | Hydrochloride 37 5mg + Paracelamal 325mg + Dicyclomine Hydrochloride mmg l
I capsule n management of severe acule spasmodic pain. *
‘ ﬁ::’.ﬁ{; l’:ﬁffoébi wm;cmos:rpmzmg Version1.0 e tj
1 "Particulars *» Total No of Patients Thirty (30) S T

*  Tolal No of Visit Four (04)

} « Total Study Duration Thrae (03) weeks ,
| *  Screening Duration (-2 to-1 days) 2 dayy !
j *  Active Duratian Two (02) weeks I
1 ¢«  Follow up Period Dns {01) week ‘

Remuneration for Principal investigator (Pl and study Team:

{Prof. D K Mathur]

Jaipur Nationa! University

Particulars Cost Per Patiant {INR} No. of Patients Amount (INR) 1 Sub-Total (INR) ]
Sa eening visit 300.00X1=300.00 a0 9,000.00
| Treaiment Duraiion 500.00X2=1000.00 30 30,000.00 51,000.00
Follow vUp 1 __400. .00X1=4 =400.00 30 ~12,600.00
Total (,m, l 1,700, a0 30 51,000.00
Study Archival charge (aimirah cos!) 10.000.00
| Lab cost {will be paid as per actual invoice) A o Adualy
| Etrves Committee Charges (as per IEC fees) . AEOCT
Grand Total (INR} ' 61,000.00 4 At B
In words: Sixty one theusand rupees Only. T (ab g 9€ 550
PAVE E MNAME 5 TMPUR I9RT IDMAL  UNIVERSITY St
Note: SOl E Ty [ SO AL WELFARE
Applicable TGS will be deducted
Screen failure for maximum of five (05 0} subjects will be given at a rate of Rs.300.00 per subject.
ireatment Drop out charges (based an number of visits made) will be paid for 20% cof (otal
randomized patients.
/ﬁﬁ £
Number of study subject is subjected to change. " e ".l-
? T
P 1of2
agelo f ' [ il‘l
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- Ternm of Payments:
« 10% at the ime of site initiation.

*  £5% al the lime of 50% Patient recruitment

< 30% el the ime of 100% Patient recruiiment

«  25% at the lime of sile closeout,

» 10% after approved by spansor

BUDGET APPROVAL SHEET

For RAHE Life Science For Entity
Name i - Name: N _L&Qﬁy_i_il L‘w-llu b
Signalure; ~ = Signature: _}:l; el
3
Designation: Designation: [ <8 h.‘ L‘»‘?‘l 'Q‘-t'\ﬂt-‘ud
Data: o Date: 4,’ f“ﬂ-——-
Wilngss' Name: WiloiE N t_h § im(].g,{ﬂhj .\'-.. W .Lf&ﬂ
Signature: - —— Signature: \'\.\m“""'
Dute e o Date: g
-
-
(Prof. B K Mathur)
100,
. .LH\S\'G:‘M_ism /\”GFTJM
. na! = SN
ut featior 377 N
Jaipu Jaipui £ g,ﬂ sy
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