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H CLTNTCAL TR|AL AGREEMiNT

ff R.F. rrd'
r$ils ecneEMENT FoR "cLlNlcAL TRIAL" is made and entered into this dav of 2019 by and

between
b\

SBmandeep Vidyapeeth an Institution deemed to be University, At & Po. Piparia, Ta" Waghodia, Dist

VSdodara 391760 (hereinafter referred to as "lnstitute")
d

D6. Arti Shah, Department of Respiratory Medicine, Sumandeep Vidyapeeth an lnstitution deemed to be
H

Uftiversity & Dhiraj Hospital, At & Po. Piparia, Ta. Waghodia, Dist'Vadodaia 391760 (hereinafter referred to

a$ the 'Principal Investigator" or "Pl")

lV$cleods Pharmaceuticals Ltd., a company incorpofated under the Companies Act, 1956 having its

r.$i*ereO Office at Atlanta Arcade, Marol Church Road, Andheri (East), Mumbai- 400059, INDIA and

isludes its successors and assignees (hereinafter referred to as "Macleods") in connection with conduct of

blinicaltrial
fa
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AND

RAV, Research Frivate Limited, Ground Floor, Bldg No-2A, Brindaban Society, N G Road, Thane,

Maharashtra, 400601. (hereinafter referred to as Site management Organization "SMO")

Protocol No: CT-007-FLPR-201 7

Protocol Title "A Prospective, Multi-center, Randomized, Assessor-blind, Parallel-group, Comparative

Clinical Endpoint Bioequivalence Study to Compare the Efficacy and Safety of Generic Fluticasone

Propionate Inhalation Aerosol (pMDl, HFA 134a) (test drug) (of Macleods Pharmaceuticals Ltd) versus the

Reference Listed Drug FLOVENT HFA (pMDl) Inhalation Aerosol and Efficacy and Safety of both Test and

RLD to a Placebo-control in Treatment of Patients with Bronchial Asthma"

Pl, Institute, Macleods and SMO hereinafterare individually referred to as "the Party" and are jointly referred

to as "the Parties".

WHEREAS:

1. Macleods Pharmaceuticals Ltd. is a pharmaceutical company having R&D centre in Mumbai and has

necessary infrastructure and facilities to provide such services of clinical trial and in turn desires to

engage the services of the Pl to conducUassist in such a trial;

2. Pl has the necessary qualification, training, skill, Infrastructure and facilities to conduct the clinical trial

and is desirous of rendering such services upon such terms and conditions as envisaged below.

{. Provision of Services

1.1 The services to be provided by the Pl to Macleods Pharmaceuticals Ltd. are described in detail in the

statement attached here to and incorporated herein by references as Exhibit A (hereinafter referred to

as "the Pnoposal").

I .2 The Pl will conduct various activities in respect of Clinical Trial (hereinafter referred to as "activities")

in accordance with the following:

. Responsibilities of Pl (attached herewith as Exhibit A) and Protocol of Clinical trial as amended

from time to time"

. Budget (attached herewith as Exhibit B)

' All applicable International Conference on Harmonisation (lCH) Good Clinical Practice (hereinafter

referred to as "GCP") guidelines.

. All relevant current Indian Regulations and guidelines implemented or advised by the Indian Laws.

. Activities will be carried out as specifled in Exhibit A and Protocol of Clinical trial as amended from

time to time.

1.3 Macleods Pharmaceuticals Ltd. will provide the Pl with all the information, documents, and materials

which, in Macleods Pharmaceuticals Ltd.' reasonable opinion, are required in order to carry out

activities in a Clinical Trial.

1.4 Macleods Pharmaceuticals Ltd. transfers the obligations, explicitly detailed in Exhibit A to this

Agreement, for this clinical study to the Pl and the Pl accepts the same and shall diligently carry them

out along with other obligations under this Agreement. The Pl will take all reasonable steps to ensure
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that personnel used to perform his/her obligations under this Agreement are appropriately trained and

qualified.

1.5 Macleods Pharmaceuticals Ltd. will appoint a representative (hereinafter referred to as the "Clinical

Research Associate (CRA)" to be authorized to monitor the activities of the Clinical Trial. The CRA

will coordinate performance of Clinical Trial with the Pl. All communications between Macleods

Pharmaceuticals Ltd. and the Pl regarding the conduct of Clinical Trial shall be addressed to or routed

through the GRA/Sr.CRA/CTL/PM/HCO/HCT. Macleods Pharmaceuticals Ltd. may, at its discretion,

change the CRA during the course of ClinicalTrial and inform the Pl accordingly"

1.6. The Pl will store copies of all data and records generated during the trial in accordance with local

regulations, applicable GCP and as perthe directions of Macleods Pharmaceuticals Ltd.

2. Payment

2.1 The total fees and expenses payable by Macleods Pharmaceuticals Ltd. to the Pl for the services set

forth herein shall not exceed the Budget as per Exhibit B.

2.2 Pl shall raise an invoice quarterly for the work completion in that quarter and Macleods

Pharmaceuticals Ltd. shall pay the Pl f-or same in accordance with the terms set forth herein after

deducting there from any tax as applicable.

2.3 Payment shall be made by account payee cheque / DD only.

3. Term

This Agreement shall commence on the date of execution and shall continue till the end of the study,

unless terminated earlier as provided herein.

4. Termination and Consequences of Termination

Termination:

4.1 Either Party may terminate this Agreement without any notice, only for subjects' safety or ntedical

reasons.

4.2 Either Party may terminate this Agreement by written notice of forty five (45) days to the other Party

without assigning any reason thereof and with no penalty on either side"

4.3 Either Party may terminate this Agreement by written notice of thitly (30) days in advance issued by

means of communication ensuring evidence of the date of receipt in case of a substantial breach of

the obligations arising out of this Agreement, by the other Party, provided that the Party receiving such

notice has neither remedied nor sufficiently explained for the breach within the period specified in the

notice.

4.4 Any failure by a Party to carry out all or part of its obligations under this Agreement resulting in such

detriment to the other Party as to substantially deprive such other Party of what it is entitled to expect

under this Agreement, shall be considered a substantial breach for the purpose of clause 4.3 above.

4.5 Upon receipt of a written termination notice, both the parties will work diligently, in good faith and in
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cooperation with each other, to conduct the orderly termination of the services set forth under this

Agreement"

Consequences of Expirv or Termination:

4.6 Upon expiry or termination of this Agreement, Macleods Pharmaceuticals Ltd. shall, in accordance

with the payment provisions of Clause 2, pay for all reasonable, verifiable and completed activities up

to the date of actual termination. ln no event will payments made by Macleods Pharmaceuticals Ltd. to

the Pl under this Agreement exceed the project costs as set forth in the study Budget.

4.7 Upon expiry or termination of this Agreement, the Pl shall, at Macleods Pharmaceuticals Ltd"' option,

either immediately transfer to Macleods Pharmaceuticals Ltd. or destroy any or all Confidential

Information, including any copies thereof, except for those materials or copies that are required by law

or regulation or foi archival purposes.

5. Intellectual Property Ownership, Invention & Discoveries and Publication

5.1 The Pl acknowledges that allthe intellectual property rights in the Confidential Information belonging to

Macleods Pharmaceuticals Ltd., which is disclosed to the Pl is and shall always remain the sole and

exclusive property of Macleods Pharmaceuticals Ltd.

5"2 The primary right in the data generated during and in connection with the conduct of the trial, including

publication rights, rests with the Macleods Pharmaceuticals Ltd.

6. Representations;lndemnification

The Pl hereby warrants and represents that the following are true and correct on the date of entering

into this Agreement:

a. The Pl is an individual and has the requisite qualification, legal power to enter into this Agreernent

and to perform his/her obligations hereunder. This Agreement, when duly executed, shall

constitute the legal, valid and binding obligation on the Pl and is enforceable against the Pl in
accordance with its terms;

b. All acts and conditions required by the laws in force at the date thereof to be done, fulfilled and

performed in order (i) to enable him/her lawfully to enter into this Agreement and to exercise

his/her rights and perform his/her obligations under this Agreement and (ii) to make this

admissible in evidence have been done, fulfilled and performed in strict compliance with the

applicable laws.

c. The Pl will be covered by a professional indemnity of sufficient value as per hospital

policy/individual judgment, which shall be in force through out the term of this trial. However, this

indemnity coverage does not cover any indemnity, liability or consequence arising out of or

attributable to the negligence or willful misconduct of the Pl.

7" Governing Law

This Agreement and the rights and obligations of the parties hereunder shall be governed by and

construed in accordance with the laws of India.
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Arbitration

Any dispute, controversy or claim arising out of or in connection with this agreement including any

question regarding its existence, validity, interpretation or termination, shall be exclusively referred to

Courts of Mumbai"

Force Majeure (Act of God)

In the event either Party is delayed or hindered in or prevented from the performance of any act

required hereunder by reasons of restrictive government or judicial orders or decrees, riots, burglary,

insurrection, war, acts of God, inclement weather or other similar reasons or causes beyond such

Party's control, and such Party has exeded all reasonable efforts to avoid or remedy such event, then

performance of such act shall be excused for the period of such delay (which is reasonable and

consented by the other Party in writing). Notice of the start and stop of any such force [Vlajeure shall be

provided to the other Pady.

Record Keeping & Retention:

All essential documents (specified in Essential Documents for the Conduct of a Clinical TriAl ICH-GCP

EO (R2)) should be retained by the Investigator and Sponsor until at least 2-years after the last

approval of a marketing application in an ICH region and until there are no pending or contemplated

marketing applications in an ICH region or at least 2-years have elapsed since the formal

discontinuation of clinical development of the lP. These documents should be retained for a longer

period if required by the applicable local regulatory requirements and as per an agreement with

Macleods Pharmaceuticals Ltd.

Archival fees of Rs.60,000/- for 05 years (GST as applicable) will be paid lo Research Cell Sumandeep

Vidyapeeth/ Sumandeep Vidyapeeth by Macleods Pharmaceuticals Ltd per above mentioned clause.

Archival Address: Archives Research Cell, 2nd Floor Depadment of Pharmacy, Sumandeep

Vidyapeeth an institution deemed to be University, At & Po Piparia , Ta Waghodia, Vadodara 391760

Review of Work, Audit

The Pl shall agree and permit concerned Government Agency, Regulatory Body, Macleods

Pharmaceuticals Ltd. Representative to perform, during normal business hours, quality assurance

audits of the work performed under this Agreement to determine that the services are being performed

in accordance with the applicable study Protocol, Government Regulations and this Agreement. Pl

promptly shall correct any errors or deficiencies discovered during an audit, under intimation to

Macleods Pharmaceuticals Ltd.

12" Headings

The headings used in this Agreement are for the sake of convenience and the same are not to be

construed to define, limit or affect the construction of interpretation of this Agreement.
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13. Notices & Service of documents
' The notice and documents required to be given under this Agreement shall be deemed to be

sufficiently given if hand delivered by one Party to the other or sent by Registered Mail with

acknowledgement due.

The Clinical trial related supplies (eg: Spirometry machine and Thermohygrometer/data logger to

principal investigator as agreed for usage during the study period, These study related supplies is and

shall remains the sole .property of Macleods and will be used only for clinical trial purpose. At

completion of trial same will be returned back to Macleods.

All the correspondence/ notices to be sent by the Pl to Macleods Ph,armaceuticals Ltd. shall be

addressed to:

Dr. Ashish Mungantiwar

Macleods Pharmaceuticals Ltd.

Research & Development Centre lll,

Plot no: 18, Road no-09, Marol MIDC,

Andheri (East), Mumbai-400093, India.

Telephone No.: -22-488901 00/+91 -9867023914

Fax No. : 91 -22-29256229

E-mail:

Allthe correspondence/ notices to be sent by Macleods Pharmaceuticals Ltd. to Pl shall be addressed

To:

. Dr. Arti Shah

Department of Respiratory Medicine,

Sumandeep Vidyapeeth & Dhiraj General Hospital,

At & PO Piparia Ta. Waghodia Dist. Vadodara 391760

Phone No.:+91 -9925047880

E-mail: artidhawalT6@q mail.com

VIS-
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lnstitution
Name: Dr Chandramani More

Designation : Reg istrar
Address: Sumandeep Vidyapeeth an
Institution deemed to be University ,

At & Po. Piparia, Ta. Waghodia, Dist
Vadodara-391760
Phone No: 02668-245264
Email:
reg istrar@sumandee pvidya peethd u. ed u. i n

Signature

'.t.

Date

W ltflt3

Witness By

Name: b?'.A.k-. sell\ Signature Date n'11>-/z*/f

Investigator
Name: Dr. Arti Shah
Designation: Principal Investigator
Address: Department of
Respiratory Medicine,
Sumandeep Vidyapeeth an Institution
deemed to be University & Dhiraj Hospital,
At & Po. Piparia, Ta. Waghodia, Dist
Vadodara-391 760
Phone No: 9925047880
Email : artid h awal76@q mail.com

Date

+\rr\tr 
t1

Witness By

Name:

bP,,h.u:uw't V"Sh^/
Date* 

lrtlzo l7 
"

sMo
Name: Romita Gujar
Designation: Director
Address: RAV Research Private Limited
Ground Floor, Bldg No-2A, Brindaban
Society, N G Road, Thane, Maharashtra,
400601.
Phone No: +91 9920112756
Email : researchrav@q mail.com

Signature Date

\L\Oec\t tS

Witness By

Name:

V:rl*,-. ec^v.r
Siqnature

\,:\*.fu
Date

[?-t Ste-er\>otn
Sponsor: \r-

0
Name: Dr. Ashish Mungantiwar
Designation: Head - Clinical Trials
Macleods Pharmaceuticals Lto.

Phone No: -22-48890 1 00/+91 -9867 02391 4

E-mail: drashish@macleodspharma.com

Signature

Witness By

c4
Signature o^'" 

,lrl,l
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Exhibit A

Responsibilities of Pl (Dr. Arti Shah):

INVESTIGATOR AGREEMENT FOR THE CLINICAL TRIAL

Protocol Number: CT-007-FLPR-2017

Protocol Title: A Prospective, Multi-center, Randomized, Assessor-blind, Parallel-group, Comparative

Clinical Endpoint Bioequivalence Study to Compare the Efficacy and Safety of Generic Fluticasone

Propionate lnhalation Aerosol (pMDl, HFA 134a) (test drug) (of Macleods Pharmaceuticals Ltd) versus the

Reference Listed Drug FLOVENT HFA (pMDl) Inhalation Aerosol and Efficacy and Safety of both Test and

RLD to a Placebo-control in Treatment of Patients with Bronchial Asthma.

1. I have sufficient time, adequate staff, and appropriate facilities to conduct and complete the Clini cal

Study. I agree to make these resources available for the duration of the study and agree that other

Studies will not divert essential subjects or facilities away from this trial.

2. I assure Macleods Pharmaceuticals Ltd., that no other Clinical Study conducted by me shall give

to a conflict of interest or interfere with the ClinicalTrial.

I willendeavorto ensure an adequate recruitment rate during the clinical investigation.

Macleods Pharmaceuticals Ltd. willfurnish me with copies of the Investigator's Brochure and the Study

Plan or Protocol and I agree:

a) to become thoroughly familiar with the properties of the investigational product as described in

the Investigator's Brochure, which provides full information concerning the preclinical

investigations that justify clinical studies, together with informative material describing any prior

investigations, side effects, and precautions to be taken into account in the course of the clinical

investigation; and

b) to become wellacquainted with the Study Plan before signing it.

I agree to make the necessary arrangements, including provisions for emergency treatment, to ensure

the proper conduct ofthe Study.

I understand that I shall have primary responsibility for the accuracy, legibility, and security of all Study

data, documents, and subject records both during and after the Study. I will be responsible for signing

the Case Report Forms (CRFs). Any alteration of the raw/source data shall be signed and dated,

without obliterating the original entry.

7. I agree to abide by the following conditions governing my handling of the data associated with this

Study.
Protocol Number: CT-007-FLPR-2017
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b)

c)

d)

ai I am required to maintain adequate records regarding all investigational product received and used by

me including batch numbers, dates, and quantities. lf the study is terminated, suspended,

discontinued, or completed, I shall return to Macleods Pharmaceuticals Ltd., any unused supplies

unless other arrangements are made by Macleods Pharmaceuticals Ltd.

I am required to prepare and maintain adequate and accurate subject's case histories, recording all

observations and other data pertinent to the clinical investigation of each subject in the Clinical Study.

I understand I am to furnish my records of the Study to Macleods Pharmaceuticals Ltd.

I will maintain necords of the disposition of the investigational product and other records for the

duration as per current regulation and Macleods Pharmaceuticals Ltd. requirement" To avoid any

possible errors I will contact Macleods Pharmaceuticals Ltd. prior to the destruction of records or in the

event of accidental loss or destruction of any Study records.

I agree to provide accurate information to the Ethics Committee upon request. I also agree to provide

accurate information to the regulatory authorities upon their request and within the scope of the

agencies' authorities and ethical obligations, as set forth below:

1. Upon the request of a scientifically trained and specifically authorized employee of national or

international regulatory agencies, I will make records related to the Clinical Study a'vailable for

inspection and copying.

2. The subject's identity will not be released except under the following limited circumstances.

Where data verification procedures demand inspection of subject's personal identity or personal

medical information, in which case this inspection may be performed only by a properly

authorized person.

3. The subject's identity shall not be released to third parties without the subject's or subject's legal

representative's prior consent. Accordingly, the study subject's or subject's legal representative's

consent to the potential release of patient identity information to regulatory bodies for data

verification purposes will be obtained as part of the informed consent procedure.

I agree to be responsible for submitting the Investigational Protocol for opinion or approval, to an

appropriate Ethics Committee and shall transmit the results to Macleods Pharmaceuticals Ltd.

e)

8.

9. I shall not commence the Study without an approval or favorable opinion from the Ethics Committee of

the Investigational Protocol, informed consent forms, subject recruitment procedures, and any written

material to be provided to the subject or the Subject's legal representative.

I shall provide the Ethics Committee or Institutional Review Board with all required inforntation.

10. I certify that the investigational products for clinical investigation will be provided only to subjects under

my personal supervision or under the supervision of sub-investigators. I further certify that the

investigational products will not be supplied by me to any investigator, other than those listed as sub-

investigators, or to any clinic, medical facility, or study site for use.

Frotocol Number: CT-007-FLPR-2017
Page9of15ClinicalTrialAgreement (CTA) with Dr. Arti Shah

R.o.s*r



11. No procedurewill be performed untilallsite personnel have been properlytrained.

12. I agree to be responsible forthe personal safety and well being of the subjects. To this end, I agree to

abide by the Declaration of Helsinki and their subsequent amendments, national policy, and the

following conditions governing the ethicaltreatment of subjects in this clinical investigation:

Following national policy and the Declaration of Helsinki, informed consent shall be documented by the

subject or subject's legal representative with dated signature:

a) | will ensure that subject i subject's legal representative or their guardians receive adequate

information to make informed consents. This information will be provided both in oral and in written

form and shall be in a form easily understood by the subject / subject's legal representative

The informed consent information shall include the aims, expected benefits, risks and

inconveniences of the clinical investigation, an explanation of any alternative methods or

treatments available, and an explanation of possible consequences of any withdrawal from the

clinical investigation.

b) | will ensure that the subject / subject's legal representatives are given the opportunity to inquire

about the details of the Clinical Study. The information given to the subject / subject's legal

representatives shall make clear to them that they remain free to refuse to participate in and free

to withdraw from the Clinical Study at any time without any sanction. I will make an effort to

ascertain the reasons for any withdrawal while fully respecting the subject's and/ the subject's

legal representative's rights.

c) | will ensure that the subject / subject's legal representatives are provided adequate time to decide

whether or not they wish to participate / wish their ward to participate in this clinical investigation.

13. lwill discuss with Macleods Pharmaceuticals Ltd. any question of modification of the study plan and

obtain Macleods Pharmaceuticals Ltd written agreement and also approval from the ethics committee

prior to implementation of any modification. I will not precede with a non-emergency deviation from the

Clinical Protocol without approval from Macleods Pharmaceuticals Ltd. and as needed the Ethics

Committee. lt is my responsibility to inform the Ethics Committee about any protocol amendment or

any significant change in the Investigational Plan or Protocol that has been approved by Macleods

Pharmaceuticals Ltd., including the reason for the change, and to obtain the Ethics Committee's

approval or favorable opinion regarding the change.

14. I will report all adverse events/ serious adverse events to Macleods Pharmaceuticals Ltd.

a" lwill promptly report:

. Deviations from or changes to the protocol to eliminate immediate hazards to the study patients.

. Changes increasing the risk to patients and/or affecting significantly the conduct of the study.

. All Serious Adverse Events (SAE) and Adverse Events (AEs) those are both serious and

unexpected.

Protocol Number: CT-007-FLPR-2017
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h.

. New information that may affect adversely the safety of the subjects or the conduct of the study.

All staff in contact with the subject should be aware of their responsibility to note and report all

adverse events reported by the Subjects / subject's legally acceptable representative"

The Investigator or designate should assess the patient at each visit for adverse event or serious

adverse event that may have occurred since the previous visit.

All serious adverse events (SAEs) should be reported to the Central Licensing Authority, Macleod's

pharmaceuticals ltd as well as the ethics committee within twenty-four hours of their occurrence" In

case, of failure to do so, I shall furnish the reason for the delay to the satisfaction of the Central

Licensing Authority along with the repod of the serious adverse event

The immediate reports should be followed promptly by detailed written reports including the

completed Adverse Event Forms.

The immediate and follow-up reports should identify subjects by unique code numbers assigned to

the study subjects rather than by the subjects' names, personal identification numbers and/or

addresses.

Adverse events and/or laboratory abnormalities identified as critical to safety evaluations should be

reported to Macleods Pharmaceuticals Ltd" according to the reporting requirements and within the

time periods specified by Macleods Pharmaceuticals Ltd. in the Protocol.

I will personally be responsible for, or will appoint a sub-investigator to be responsible for all study

related medical decisions.

15. I will report all deviations from the protocol to Macleods Pharmaceuticals Ltd. and the study monitor.

16. I will notify Macleods Pharmaceuticals Ltd., imnrediately, about withdrawal of approval by the reviewing

Ethics Committee of my part of the Clinical $tudy.

17. lwill comply with any request by Macleods Pharmaceuticals Ltd. to return or dispose off, investigational

product (lP) upon termination or completion of the clinical study. I understand that Macleods

Pharmaceuticals Ltd. is required by law to discontinue shipments of investigational product if I failed to

comply with the Study Protocol or with any applicable laws or regulatory requirements applicable to the

investigation, including national guidelines.

18. I agree to permit personnel from Macleods Pharmaceuticals Ltd. and/or the Study Monitor/ auditor to visit

me and/or the Study Site to monitor my compliance with the protocol and/or audit the investigational

records. To facilitate Macleods Pharmaceuticals Ltd. or the Study Monitor's audit, I further agree to make

records related to the Clinical Study available for inspection and copying.

b.

c

d

g

Protocol Number: CT-007-FLPR-2017
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19" lagreeto maintain confidentiality regarding all informaiion generated in the course of this Clinical Study. I

further agree to ensure that the confidentiality of all information about subjects and the information

supplied by Macleods Pharmaceuticals Ltd. is respected by all persons, with the limitations discussed

above.

20. I agree to submit and sign a Final Report of the Clinical Study within three months after termination or

completion of the Clinical Study or of my part in the Clinical Study to the Ethics Committee"

I agree to abide by this Investigator Agreement.

I nvestigator Signatu re:

Date Signed:

Rzc,-,\.rl
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Exhibit B: Proposal (Budqet)

Budqet and Pavment Terms

Protocol Number: CT-007-FLPR-2017

Protocol Title: A Prospective, Multi-center, Randomized, Assessor-blind, Parallel-group, Comparative

Clinical Endpoint Bioequivalence Study to Compare the Efficacy and Safety of Generic Fluticasone

Propionate Inhalation Aerosol (pMDl, HFA 134a) (test drug) (of Macleods Pharmaceuticals Ltd) versus the

Reference Listed Drug FLOVENT HFA (pMDl) Inhalation Aerosol and Efficacy and Safety of both Test and

RLD to a Placebo-control in Treatment of Patients with Bronchial Asthma.

't. All payments would be made only upon fulfillment of responsibilities by the Pl as described in Exhibit A

and the services provided by the Pl as is described in the clinical trial protocol including its

amendments.

Amount per subject will be paid to Pl according to the following payment schedule.

Budget per completed patient: Rs. 30,000/- including (Pl Grant and institutional overhead charges).

Following is the financial break up of visit with fees per subjects:

2.

3.

Visit 1 : Screening period (including X-ray and ECG
charges)

Rs. 6500/-

Visit2:Run-in period Rs.4000f

Visit 3 : Randomization: 4-week treatment period/Dav 1 Rs. 6500/-

Telephonic contacts during 4-week treatment with lP
Day 8 (tl day)

Rs. 500/-

Visit 4: Interim study site visit during 4-week treatment
period/Day 15 l!2 daysl)

Rs" 3000/-

Telephonic contacts during 4-week treatment with lP :

Day 21 (t1 day)
Rs.5001

Visit 5: End of treatment study site visit Rs. 6000/-

Visit 6: End of Safety & Safety follow-up visit Rs.3000f

Total Rs. 30000/-

In case of Screen failure. run in failure:

Screen Failure Rs. 3000/-

Run-in period failure Rs. 2000/-

il\
Protocor Number: kl#- -2c17
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Institution
Dr Chandramani More
Designation: Registrar
Sumandeep Vidyapeeth an Institution
deemed to be University ,

At & Po. Piparia,
Ta. Waghodia, Dist Vadodara 391760
Phone No: 02668-245264
Email:
registrar@sumandeepvidyapeethdu.edu.in

Signature Date

tElt4 tq

Witness By

Name: -, A. t<, s elL Signature Date g1,q%n
Investiqator
Dr Arti Shah,
Designation: Principal Investigator
Department of Respiratory Med icine,
Sumandeep Vidyapeeth an Institution
deemed to be University & Dhiraj Hospital,
At & Po" Piparia,
Ta. Waghodia, Dist Vadodara 391760
Phone No: 9925047880
Email : artidhawalT6@qmail.com

Signature Date

s\,)A1

Witness By

Name: DR, )K uluT, v"'9A^14 sisnature VV.St"/ DategltrlsotJ

SMO

Name: Romita Gujar
Designation: Director
Address: RAV Research Private Limited
Ground Floor, Bldg No-2A, Brindaban
Society, N G Road, Thane, Maharashtra,
400601.
Phone No: +91 9920112756
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