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CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001

Phone : 9845677507

INSTITUTIONAL ETHICS COMMITTEE
Road, Kankanady, Mangalore - 575 002

Karnataka' India 
Ter : 2238399
e-mail: frmulleriec@gmail.com

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsl l@gmail.com

MULLER
Father Muller

Ref' No' rtvt'titc7 nwt rB].]/'28g3 / 2076

To,
Dr. Ramesh Bhat M
Principai Investigator
Prof and HOD, Department Of Dermatology r,
Father lvtuller Meducal College Hospiial
(Unit of Father Muller Charitable Institutions)
Father Niuller Road, Kankanady,
Mangalcre - 575002, india.

Study Protocol No: 605-12

Date : .............03:0 S:28t6.

Protocol Title: A ioublc blind, Randcmized, placetr,', controlled, parallel grouF, prospective
Multicentre clinical trial for- +valuation of efticacy and safety of fixed dose courbination of
Minoxidil (5 %) + Finasteride (0.f %) Liquitl solution in comparison with Minoxidii i5%) i,ipid
solution and Finasteride (0.7%) lipii sclution in adult male patients wrth Arr.-ilogenetic

aiopecia,,

Subject: Ethies Comrriittee App.roval of the Essential documents for thc above r:nenfioned

Ciinical trial.

Dear Dr. Ramesh Bhat,

Tire Father Muller Institutional Ethics Commit-tec, Father Muller Medical College reviewti-l
and discussed your application to conduct the clirricai i"rial605-72 entitle,j "A doubie blind,
Randomized, placebo controlled, parallel group, prospective Multicentre clinicai triai fcr
evaluation of efficacv and safety of fixed dose combination of Minoxicil (5 7") + Finastericie'
(0.1,%) Liquid solution in comparison r,vith Minoxidil (5%) Lipid st,Irrtion and Finasterici:
(0.1%) lipid solution in adult male patients with Androgenetic alopecia"on 16.04.2076.



The following documents are:

Sr.
No. Document Version No. &

Date No. of Copies

01. Study Protocol 02 Dated 31Jul
2075 01

02 DCGI Acknowledgement copy Dated 77-Dec-\5
01

03 Investigator's Brochure 01 Dated 4 Feb-
15

01

04 Informed Consent Document in English 02 Dated L Sep
2075 01

05
Informed Consent Document in Hindi t 

""rt"t"don 27-Nov-15 02 Dated l Sep
2075 01

06
Back translation of Informed Consent Document in
English from Hindi on 28-Nov-15

02 Dated l Sep
2075 01

07
Informed Consent Document in Kannada
translated on 07-Dec-15

02 Dated l Sep
201.5

01

OB

bacK translaflon of Informed Consent Document in
English from Kannada on 7-Dec-75

02 Dated l Sep
201.5

01

09
rnlormecl Lonsent Document in Malayalam
translated on 28-Nov-15 02 Dated l Sep

2075 01

10
DacK translatron of Informed Consent Document in
English from Malayalam on 28.Nov-15

02 Dated l Sep
2075 01

11

Translation certificates and Back Transiation
certificates of Informed Consent Document from
English to Hindi, Hindi to English, English to
Kannada, Kannada to English, Engish to
Malayalam & Malayalam to English

Patient Diary Card in English

01

72 01 Dated 9 Nov
2075 01

13
Patient Diary Card in Hindi translated 

"" 2ZJ\.*
1tr

01 Dated 9 Nov
2015 01

74
Back translation of Patient Diary Cara i., n,gtistl
from Hindi on 28-Nov-15

01 Dated 9 Nov
2075 01

15
l-auent Dtary Card in Kannada translated on 0Z_
Dec-15

01 Dated 9 Nov
2075 01

76
DacK translatron ot l,atient Diary Card in English
from Kannada on 07-Dec-15

01 Dated 9 Nov
2075 01

77
raflent DLary Card in Malayaiam translated on 2g_
Nov-15

01 Dated 9 Nov
2075 01

18
bacK rranslatlon of patient Diary Card in English
fr.rr Malayalam on 2B-Nov-15

01 Dated 9 Nov
2075 01
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No. Document Version No. &

Date' No. of Copies

79

Transiation and Back Translation certificates of
Patient Diary Card: English to Hindi, Hindi to
English, English to Kannada, Kannada to English,
English to Valayalam & Malayalam to English

01

20 Subject Self Assessment Score in English 01 Dated 9 Nov
2075 01

27
Subject Self Assessment Score in Hindi translated
on 27-Nov-15

01 Dated 9 Nov
2075

01

22
Back translation of Subject Self Assessment Score in
English from Hindi on 2B-Nov-15

01 Dated 9 Nov
201.5

01

ZJ
Subject Self Assessment Score in Kannada
translated on 07-Dec-15

01 Dated 9 Nov
2015 01

24
Back translation of Subject Self Assessment Score in
English from Kannada on 07-Dec -15

01 Dated 9 Nov
2075 01

25
Subject Self Assessment Score ir-L Malayalam
translated on 28-Nov-15

01 Dated 9 Nov
2015

01

26
Back translation of Subject Self Assessment Score in
English from Malayalam on 28-Nov -15

01 Dated 9 Nov
2075

01

27

Translation and Back Translation certificates of
Subject Self Assessment Score: English to Hindi,
Hindi to English, English to Kannada, Kannada to
English, English to Malayalam & Malayalam to
English

01

28 Draft Clinical Trial Agreement Draft 01

29 Investigator Undertaking
Dated 18 Aug

2075 01

JU
CV & Medical Regish-arion Certificate ;f
Investigator 01

The following mq,mbers of the Ethics Committee
T6.04.20-1,6 at 3:00pm in the Seminar Hall.

were present at the meeting held on

SI
No.

Name Qualification Designationy' Title Affiliations
as to the
Institution

1. Dr. Arun Rao MD, DGO Chairperson (Clinician) No
2. Dr. Shiva Shanker Ph.D Joint Secretary (Scientist) Yes

Mr. Eric Sequeira BABL Vice Chairperson
(Advocate)

No

4. Rev. Dr. Leo D'Souza M. Sc, Ph.D Member(Theologian) No

5. Mrs. Rameela Shekar MSW, M. Phil, (PSW),
PCDHRM, Ph.D

Member (Sociology) No

6. Dr. P J Kurian MD Member (Homeopathy) Yes



---l

7 Prof. Irene T.R.
Alvares

M. Sc Member (Nursing) Yes

8. Dr. Ashok Shenov
J

MD Member (Pharmacologist) No

9. Dr. VaradarajShenoy MD, DCH Member (Pediatrician) Yes

10. Mrs. Veena Manoj MA, B.Ed Member (Lay person) No

11. Mr.SudeepMJPais MPT Member (Physiotherapist) Yes

72. Dr. Jayaram Shetty BVSc, MVSc Merrrber (Veterinion) No

13. Mr. Nikesh Shetty BABL Member (Advocate) No

The following are the members who could not present for the EC meeting due to unavoidable
circumstances are:

we approve the trial to be conducted in its presented form

Father Muller Institutional Ethics Committee, Father Muller Medical College expects to be
informed about the progress of the study on a quarterly basis , dfry SAE occurring in the
course of the study, any changes in the protocol and patient information/informedionsent
and asks to be provllea a copy"of the final report.

We hereby confirm that the Father Muller Institutional Ethics Committee, Father Muller
Medical College is organized and operates as per GCP and applicable regulations.

Yours Sincerely,
z/tr Ili\ \, 't)i\4-, -

Dr B. Shdieev [{ai
Member Secretary/ Chairman,
Father Muller Institutional Ethics Committee,
Father Muller Medical College Hospital,
Kankanady, Mangalorc - 525002,
Karnataka, India.

Secretarv
Father Muller Institutional Ethics Committee

Father Muller Medical College
Mangalore- 57 5002

SI
No

Name Qualification Designationy' Title Affiliations
as to the
Institution

14. Dr. B. Sanjeev Rai MD, DCH, MBA Secretary (Clinician) Yes
15. Dr. Tohn Mathai MD Member (Clinician) Yes
76. Ms. Bindiva Shetw MSW Member (Counsellor) No



GENERAL MEMORANDUM OF UNDERSTANDING (MoU) FOR

Health Services

BETWEEN

Father Muller Medical College and Hospital

AND

Confederation of Real Estate Developers Association of Indit

MANGALORE

Father Muller Medical College and Hospital, Kankanady, Mangalore and The Confederation of
Real Estate Developers Association of India, Mangalore establish this General Agreement to

foster cooperation in providing health care to construction workers.

Father Muller Medical College and Hospital will provide health care facilities, outpatient and

inpatient services at concession charges and free care where applicable to construction workers

and their nuclear families, of real estate developers under the ambit of CREDAI Mangalore.

This Agreement constitutes the entire agreement between the parties and all prior discussions,

agreements and understandings, whether verbal or in writing are assumed to be merged in this
agreement.

1. This is not considered to be a contract creating a legal and financial relationship between the
parties. Rather, it is designed to facilitate and develop a relationship between Father Muller
Medical College and Hospital and CREDAI Mangalore to improve the health status and provide
quality health care to construction workers.

2. This General Agreement shall become effective as on the date of signature of both parties. The

Agreement may be amended by the written consent of the parties.

3. This Agreement should be reviewed every three years to evaluate the progress and the quality
of the mutual cooperation. The Agreement may be extended for an additional three-year period
upon the written consent of both parties. If the agreement is not renewed by mutual consent The
Agreement will conclude at the end of the specified time period, or after activities in progress
have concluded.

4. Father Muller Medical College -"aff-l{ospital will provide outpatient services i.e
investigations/procedures in all general specialties at 30o/o concession and for inpatients at 50%o

concession, medications will be given at a l}Yo concession as applicable in the Father Muller
health card however concessions will not apply to super specialties ancl OT materials will also

G.LJLI\

. Fr Richard Coetho
Administrator

lier [iediCal Cllte:e llnqnirrr

For Co+fetleretion of Real f,'ntnte Developers

Assooation ot lndia
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not entail any concessions. Concessions will be given to super speciality patients on a case to
case basis at the discretion of the Administrator, FMMCH.

5. FMMCH will facilitate free of cost some basic health check up including but not restricted to
blood test, urine test etc at the time of registration.

6. FMMCH will also consider as and when possible on site checking of workers health by
Mobile Checkup Vans at the CREDAI Mangalore member sites.

7. Both parties will meet once a quarter to review the functional aspects of this HfuU.

8. This Agreement may be terminated by either party with minimum of 90 days written notice.
However, activities in progress at the time of termination of this agreement shall be permitteclto
conclude as planned unless otherwise agreed.

9. Both parties subscribe to a policy of equal opportunity and do not discriminate on the basis of
race, color, gender, age, height, weight, marital or familial status, ethnicity, religion, national
origin, disability and on similar issues.

10. All disputes or differences arising between the parties as to the affect, validity or
interpretation of this MoU or as to their rights, duties or liabilities shall be resolved by mutual
discussion between representatives of Father Muller Medical College and CREDAI Mangalore.

Each party shall designate a person or office to serve as liaison for implementing this agreement.
For Father Muller Medical College, Kankanady,Mangalore, the contact person will be Mr David
Sequeira, P.R.O. Father Muller Medical College Hospital, Father Muller Road, Kankanady.
Mangalore-575002. Mobile number: 9008820155, E mail: davidsequeira58@gmail.com and for
CREDAI Mangalore- Mr Rajshekhar, Manager, CREDAI Mangalore, Empire Mall, MG Road,
Man gal ore-5 7 5 003 . Mob i I e : 897 082527 7 . Email : mangalo rec r edai@gmai I . com

Administrator FMMCH

forFather Muller Medical College
Hospital, Kankanady,Mangalore:

Re'v. Fr" Richard Cceiho
. A-r,,"r-rc:..r|i.,

f-..1.,.r '.

For Confederation af Reai Estate Developers
Assoclatir:n of lndie

/-
Pr*ftident r #*r.*fi#

Mr. Dharmendra B Mehta

President, CRED A\- Manga\or e

/br Confederation of Real Estate
Developers Associations of India,

Mangalore.
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HRTNC EUF
(A Unit of Repro Heatth Care Mangalore pvt. Ltd.)
Kavery Buitding, Fatnir, Mangatore - 575002, Karnataka, lndia.
Ph : 0874'2430350 / 743a351, www. armcivf .com, emait: info@armcivf . com
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NOW THE AGREEMENT WITNESS AS FOLLOWS.

l. Both parties (ARMC&FMH) agree to establish a satellite clinic in the second party,s
premises for the benefit of patients.

2. ARMC will provide the necessary technical Man power to run the clinic
3. Second Party agreed to provide the necessary infrastructure and the suppor-tive staff for

effectively running the satellite clinic.
4. ARMC Faculty will share their knowledge in academic sessions of FMMCH.
5. Depending upon the success of satellite clinic over a period of ONE YEAR, decision will

be taken to establish a fully fledged centre at FMH. The terms will be finalized during
that time.

6. This agreement shall enter into effects as of . . and shall remain in force for
an initial period of one year and it shall be automatically renewed annually thereafter,
unless terminated as set forth below.
Either party may terminate this agreement at any time by giving to the other party irot less
than 30 days prior written notice.
Both the parties will be responsible to full fill any statutory norms to operate the clinic in
FMH Premises.

Signed on behalf of

7.

8.

ARMC, MANGALORE , -,/ FMH MANGATORE
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Clinical Trial Agreement

Lambda Therapeutic Research Ltd.

Plot No. 38, Near Silver Oak Club,
S G Highway, Gota,
Ahmedabad 380061,
Gujarat, India.

(Hereinafter referred to as "LAMBDA" or "CRO")

Acting as agent for

Intas Pharmaceuticals Limited
2nd Floor, Chinubhai Centre,
Ashram Road,
Ahmedabad- 380009,
Guj arat, India.
(Hereinafter referred to as the "Sponsor")

AND:

Dr. Ramesh Bhat M.
Professor and HOD,
Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,
Kankanady,
Mangalore-575002

(Hereinafter referred to as the "Investigator")

AND:

The Director,
Father Muller Charitable Institutions,
Father Muller Medical College,
Kankanady,
Mangalore- 575002

(Hereinafter referred to as the "Institute")

LAMBDA
Dr. RameshBhat ,Resea("ch Accelerated Page 1of26

.--



Protocol: 175-14 Investigator CTA (Tri-Partite) 29-Jun-2015

THIS AGREEMENT shall come into effect on the date of signature of all the parties.

BETWEEN:

Lambda Therapeutic Research Ltd.

Plot No. 38, Near Silver Oak Club,
S G Highway, Gota, Ahmedabad 380061, Gujarat, India.

(Hereinafter referred to as "LAMBDA" or "CRO")

Acting as agent for

Intas Pharmaceuticals Limited
2nd Floor, Chinubhai Centre,
Ashram Road,
Ahmedabad- 380009,
Gujarat. India.

(Hereinafter referred to as the "Sponsor")

AND:

Dr. Ramesh Bhat M.
Professor and HOD,
Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,
Kankanady,
Mangalore-575002

(Hereinafter referred to as the "Investigator")

AND:

The Director,
Father Muller Charitable Institutions,
Father Muller Medical College,
Kankanady
Mangalore-575002

(Hereinafter referred to as the "Institute")

Dr. RameshBhat
LAMBDA

!l~eS-Ea~c:hAC~E~Er~tEd age 2 of26



Protocol: 175-14 Investigator CTA (Tri-Partite) 29-Jun-2015

WHEREAS:

LAMBDA is acting as a "Contract/Clinical Research Organization (CRO) under a Service
Agreement on behalf of Intas Pharmaceuticals Limited.

Intas Pharmaceuticals Limited.has asked LAMBDA to handle and negotiate site Agreements on
its behalf;

LAMBDA on behalf of Sponsor wishes the Investigator and Institute to participate in a clinical
trial entitled "A Randomized, Double-Blind, Placebo-Controlled, Threearm, Parallel Group,
Multi-Centric, Clinical Study To Evaluate The Therapeutic Bio-Equivalence Of Two
TacrolimusO.l % Topical Ointment Formulations In Adult Patients With Moderate To
Severe Atopic Dermatitis" ("Clinical Dial") to be conducted under the direction and
supervision of the Investigatorusing the facilities of the Institution; and,

The Investigator and Institute is willing to participate in the Clinical Trial; and,

The Investigator is authorized to conduct the clinical trial at the Institution. The Investigator will
review the Clinical Trial for patient safety, scientific validity, and utilization of hospital
resources.

..•
IN CONSIDERATION of the mutual promises and covenants herein, the parties agree as
follows:

1 Definitions

1.1

Tenn
In this Agreement, the following terms shall have the following meanings:

Meaning

"Compound" TacrolimusO.l% Ointment(Test)
Protopic® (tacrolimus) [Reference]

Manufactured by:lntas PharmaceuticalsLimited
Manufactured for:Intas PharmaceuticalsLimited

"CRF" Case Report Form

"CRO" Contract/Clinical Research Organization

Dr. Ramesh Bhat
LAM~DA

_~ESE_arch Acc;:eler.Cilted Page 3 of26
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Protocol: 175-14 Investigator CTA (Tri-Partite) 29-Jun-2015

"Declaration of
Helsinki"

The 1996 version of the Helsinki Declaration of the World Medical
Association and amendments.

"DCGI" Drug Controller General of India.

"Ethics Committee" The relevant properly constituted ethics committee as organized by
the Hospital Authority or independent, which has reviewed or will
review the application for conducting the Clinical Trial.

"ICH GCP" ICH Harmonised Tripartite Guideline for Good Clinical Practice
(CPMP/ICHI135195) as may be amended from time to time.

"Site Investigator File" The file maintained by the Investigator containing the
documentation specified in section 8 ofICH GCP.

"Payment Agreement" The payment agreement set out in Schedule "B".

"Protocol" The protocol together with its amendments as agreed between the
parties from time to time (Schedule "A").-

"SAE" Serious Adverse Event as defined by ICH GCP.

"Site" The site at which the Clinical Trial is conducted.

"Study" The study to be undertaken by the Investigator and the Institution in
accordance with the Protocol, ICH-GCP and applicable regulatory
requirements.

2 Investigator/lnstitution responsibilities

2.1 The Investigator in his personal capacity and as an authorized representative of the
Institution and the Institution undertakes to adhere to the Protocol and general
acceptable clinical practices for the conduct of the Clinical Trial.

2.2 The Investigator and the Institution will adhere to ICH GCP, Declaration of Helsinki,
current Schedule Y of DCGI, and all applicable laws and regulations for the conduct of
the Clinical Trial.

Dr. RameshBhat •, ;"AM~_DA
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Protocol: 175-14 Investigator CTA (Tri-Partite) 29-Jun-20 15

2.3 The Investigator and Institute is also responsible for supporting Sponsor and Lambda in
resolving any technical issues encountered during the performance of the Clinical Trial
mid queries from national/international authorities in close coordination with Lambda
in a timely manner. The provisions of this article shall remain in force for a period of 10
years even after expiry or termination of this agreement.

2.4 The Investigator is responsible for submitting to the Ethics Committee; the conduct of
the Clinical Trial in accordance with the terms of the Protocol and for obtaining written
approval from the Ethics Committee prior to the commencement of the Clinical Trial.
The Investigator will deliver a copy of such approval to LAMBDA. Trial supplies to
the Investigator or the Institution will not be delivered until LAMBDA has received a
copy of such approval. The said approval must indicate the date of approval and contain
the name and signature of the Chairperson/member secretary of the Ethics Committee.

2.5 The Investigator is responsible for training and supervision of sub-investigators and
other site study team members on the procedures specified in the Protocol to ensure
scientific, technical and ethical conduct of the Clinical Trial. In case of any personnel
changes, the Investigator is responsible for notifying LAMBDA of such change in a
timely manner.

..•
2.6 The Investigator shall communicate all relevant aspects of the Clinical Trial to the

patients intending to participate in the trial and their legally acceptable representatives
and shall obtain voluntary signed written informed consent from all prospective patients
and their legally acceptable representatives prior to start of any study related
procedures.

2.7 During the performance of the Clinical Trial and for a period of 15 years after
expiry/termination of the agreement, the Investigator and/or Institute is responsible for,
but are not limited to, the following aspects:

a) Provision of required study documents (e.g. curriculum vitae(s), medical
registration certificates and/or other relevant documents evidencing qualifications
of investigator(s) and sub-investigator(s), confirmation of adequate site facilities,
etc.);

b) Progress reporting (including recruitment figures) to ethics committee and
LAMBDA on a regular basis;

Dr. Ramesh Bhat
.~

L.AMBpA
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Protocol: 175-14 Investigator eTA (Tri-Partite) 29-Jun-20 15

c) Ensuring direct access by Lambda monitors, Lambda auditors, Sponsor
representative and regulatory authority to original study documents; medical
records, study materials, etc and providing appropriate working conditions for
monitors, auditors and regulatory authority to perform study-related monitoring,
audit and inspection respectively;

d) To allow any regulatory audit by DCGI or any applicable regulatory authority
within 15 years of submission of report and ensure compliance of any regulatory
deficiency raised by such authorities in reasonable period of time; If Investigator
is to submit any information to such regulatory authorities agencies, such
submissions shall not be' made without Lambda's prior review and written
approval, and any changes (other than entry of required information) also shall be
subject to such prior written approval.

e) Safe handling, storage, transportation and disposal of infectious materials and
wastes involved in the Clinical Trial;

f) Inform the Ethics Committee of study closure.

g) Maintenance of drug accountability records, study documents including study
drug acknowledgement receipts, study supply receipts, payment receipts, EC
approvals etc.;

h) Handling and storage of compound according to protocoL

i) Archival of study documents including source data/patient medical records III

accordance with ICH-GCP for at least 15 years after completion of study as per
the site archival fees which will be paid by sponsor on actual.

j) Retention of Investigational Medicinal Products at site after completion of study
as per regulatory requirements

2.8 All SAEs has to be promptly reported by the Investigator to LAMBDA and/or Sponsor,
Ethics Committee, Head of institution, DCGI and Expert Committee (In case-of Death).
The Investigator is responsible for reporting, and shall report, all such findings in the
manner and within the time limits as set out in the applicable provisions of ICH GCP
and the applicable legislation. LAMBDA and/or Sponsor confirms an effective system
for centralized tracking and notification to investigators and to applicable regulatory
authorities of all findings that could adversely affect the safety of Clinical Trial subject,

Dr. Ramesh Bhat
1\ -
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including, without limitation, all unexpected serious adverse drug reactions experienced
by any subject taking part in the Clinical Trial at any site has been established.
Notwithstanding anything in this Agreement to the contrary, the Investigator and the
Institution shall have the right to disclose findings that could adversely affect the safety
of Clinical Trial subjects to the Ethics Committees of participating sites, and appropriate
regulatory authorities if they deemed necessary to protect the health of study
participants, provided that Sponsor is copied on such reports.

2.9 The Investigator and the Institution shall indemnify, defend and hold harmless Lambda
and the Sponsor against any and all claims arising out of or in connection with the
performance of this agreement, allegedly arising from Investigator's and / or his team's
negligence or reckless or intentional misconduct, breach or failure to perform its
obligations and responsibilities under this agreement. Lambdaundertakes to provide
timely written notice after such claim is served upon Lambda / Sponsor. The
Investigator shall have the light to defend the same at his own expenses including
selection of counsel, control of the proceedings and settlement of the claim. Lambda
shall fully cooperate and aid in such defense. In the event that a claim or suit is or may
be asserted, Lambda shall have the right to select and to obtain representation by
separate counsel, at its own expense. Investigator may not settle or compromise a claim
or suit without the express prior written approval of Lambda.

2.10 The Investigator is responsible fOl:"-SupportingLAMBDA in development of the Clinical
Trial Report.

3 CRO responsibilities

3.1 LAMBDA will adhere to and confirms the Sponsor will adhere to ICH GCP, the
Declaration of Helsinki, requirements of DCGI and all applicable guidelines, laws and
regulations for the conduct of the Clinical Trial.

3.2 LAMBDA confirms that the Sponsor has committed to provide Lambda with the
Compound and with guidelines and descriptions for the safe and proper handling
regarding the use, storage and disposal of the Compound. Lambda will be responsible
for shipment of drug supplies and investigational products to the PI or Site. The
Compound is the property of Sponsor and is being provided only for the purposes of the
performance of the Clinical Trial by the PI or by individuals working under his direct
supervision at the Institution. The Compound shall not be used for any other research or
study activities other than outlined in this Agreement.

3.3 LAMBDA and/or Sponsor is responsible for obtaining and maintaining all applicable
government or regulatory approvals for the Clinical Trial in India, and warrants that

Dr. RameshBhat
L~M~OA
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Protocol: 175-14 Investigator CTA (Tri-Partite) 29-Jun-20 15

these will be obtained before the Clinical Trial begins at the Institution. Development
and improvement of the Protocol is the responsibility of LAMBDA and Sponsor.

3.4 LAMBDA on behalf of the Sponsor will provide the study-specific documents, e.g.
Investigator Site File, Electronic Case Report Form, etc. to the Investigator before
commencement of the Clinical Trial.

3.5 LAMBDA on behalf of the Sponsor will provide the Investigator with documentation,
which describes the Compound being tested in the Clinical Trial and its known effects
and safety information (e.g. Prescribing Information / Summary of Product
Characteristics, an InvestigatorBrochure equivalent document). LAMBDA on behalf of
Sponsor will, to the best of its knowledge; answer any questions the Investigator or the
Institution may have regarding the Protocol or the Compound being tested, whether
such questions are asked before the commencement of the Clinical Trial or during its
conduct. Sponsor is responsible for reporting of relevant new information regarding the
investigational Compound.

3.6 LAMBDA will transfer on behalf of Sponsor the financial support to the Institution or
Investigator according to the budget agreed by Sponsor, Investigator and the Institution
as set out in Schedule B subject to the terms of this Agreement.

4 Performance standards of the work to be conducted by the Investigator

4.1 The Investigator and/or the Institution shall use all reasonable endeavors to enroll at
least 03 patient within 1months; minimum expected recruitment rate from the site is 05
patients per month on an average. The parties may agree in writing to extend the time
for recruitment of eligible patients if so desired. Recruitment period will be of 6 months;
however recruitment will be competitive among participating sites hence the site may
have recruitment period even less or more than specified.

"Eligible Patients" is defined as those who fulfill inclusion and exclusion criteria
specified in the Protocol which is verifiable from source documents.

4.2 In the event that the study is part of a multi-center trial, Sponsor may amend the number
of Eligible Patients to be recruited as follows:

a) If in the reasonable opinion of LAMBDA or Sponsor recruitment of Eligible
Patients is proceeding at a rate below that required for the relevant timelines to be
met, LAMBDA may by notice to the Investigator or the Institution require
recruitment at the Site to cease and the terms of this Agreement shall relate to the

Dr. Ramesh Bhat
L~M~OA
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number of patients that have been accepted for entry into the Study at the date of
such notice; or

b) If recruitment of Eligible Patients is proceeding at a rate above that required
meeting the relevant timelines, LAMBDA may, with the agreement of the
Investigator or the Institution increase the number of cases to be recruited.

4.3 The Investigator or the Institutiori shall use all reasonable endeavors to comply with the
time frames as agreed with LAMBDA.

4.4 The Investigator shall enter the data into the eCRF within 3working days after
completion of each visit.

4.5 -The Investigator shall participate III teleconference and meeting as required by
LAMBDA or Sponsor to update the Compound information and to resolve issues, if
any.

4.6 The Investigator shall strictly adhere to the SAE reporting timelines in accordance with
requirement of ICH GCP, current Schedule Y and standard operating procedure
("SOP") of LAMBDA, whichever is tightest.

5 Payment terms -
LAMBDA confirms the Sponsor agrees to support the Clinical Trial as outlined in the Protocol
and as described in and in accordance with the provisions of this Agreement and the Payment
Agreement as set out in Schedule B.Lambda will have oversight on patient reimbursement
records maintain at the site.

6 Period of validity of the Agreement

6.1 This Agreement shall be effective as of the date executed by all the parties and shall
continue in full force and effect until the site is closed, Clinical Trial and Clinical Trial
Report are completed unless otherwise extended, renewed, or amended by mutual
written consent or unless terminated earlier in accordance with Section 14 of this
Agreement. In any event, the terms of this Agreement shall not be longer than fifteen
(15) years from the date of commencement.

6.2 However following matters shall survive even after expiry/termination of the
agreement:

Dr. Ramesh Bhat
LA-MBpA
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• Archival of study documents including source data as referred to in para 2.7
and 14.3

• Reasonable access by monitors, auditors and regulatory authority to original
study documents and source data and providing appropriate working
conditions for monitors, auditors and regulatory authority to perform study-
rel~ted monitoring, audit and inspection;

• Confidentiality as per para 11

7 Data ownership / Intellectual property rights

7.1 LAMBDA, the Institution and the Investigator undertake to be bound by applicable
laws and regulations on the protection of personal data.

7.2 The Investigator undertakes to transfer data to Sponsor, LAMBDA, Ethics Committee,
and the regulatory authority. In the event of an audit/inspection, LAMBDA, the
Sponsor, Ethics Committee, and regulatory authority may obtain information that
includes patient identification.

7.3 All data and results derived from the Study and any inventions or discoveries made as a
result of the Clinical Trial will be the property of Sponsor. Disclosure to LAMBDA,
Ethics Committee, or regulatory arrthority does not transfer the ownership thereof.

7.4 All intellectual property rights owned by, or licensed to, the Investigator / Institute prior
to and after the date of this Agreement, other than intellectual property rights arising
from the Clinical Trial is and shall remain the property of the Investigator / Institution.

7.5 All intellectual property rights owned by, or licensed to, Sponsor prior to and after the
date of this Agreement, other than intellectual property rights arising from the Clinical
Trial is and shall remain the property of Sponsor.

7.6 All intellectual property lights in the data and results derived from the Clinical Trial
shall be the property of Sponsor and shall be assigned to Sponsor.

7.7 The Investigator/Institute is obliged to report any inventions or discoveries promptly to
Sponsor and/or LAMBDA.

7.8 Investigator and Institute agree that Sponsor may utilize the data at its own discretion in
compliance with the applicable data protection rules, including but not be limited to,
submission to government regulatory authorities.

Dr. RameshB~N" LA-MaDA
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7.9 The Investigator and the Institution shall assist Sponsor in making any patent
applications and shall execute, complete, deliver and perform any and all instruments
necessary to make all such applications.

8 Publication

8.1 Study results are Sponsor's property and as a result of this, no publication can be
performed without the written approval by the sponsor.

9 Indemnity / Liability

9.1 In no event, shall LAMBDA, Sponsor, Investigator or Institution/Site be liable for any
indirect, incidental, special, or consequential damages or lost profits arising under or as
a result of this agreement (or the termination hereof).

9.2 In the event of a material error by Investigator/Institute in the performance of the
Services, which renders the Services invalid, Investigator/Institute shall repeat the
Services at no additional expense to LAMBDA, if Lambda requests or Investigator/
Institute should reimburse the payment already made by Lambda. Lambda has the right
to terminate the services of Investigator due to any breach of this agreement.

9.3 Sponsor will indemnify the Investigator and/or Institution from any claims due to acts
of omission or wrong by Sponsor.

9.4 Sponsor will indemnify liability arising from design or manufacture of the Compound,
sale and use of the Compound following the Clinical Trial and injury to study subject
directly attributable to Compound, which is jointly identified by a medical monitor/
Sponsor's medical expert and the Investigator.

9.5 The Investigator and/or the Institution will indemnify LAMBDA and Sponsor from any
claims due to acts of negligence, omission or wrong by the Investigator or Institution.

9.6 The Investigator and/or the Institution are responsible and liable for conduct of the
Clinical Trial at the Institution according to the Protocol and the Agreement.

9.7 Each party will notify other parties of any claim related to the Clinical Trial.

9.8 Sponsor will cover medical expenses for the treatment of any SAE as identified by the
Investigator, which arise from using the Compound and study procedures in accordance

- Dr. RameshBhat
L:AM~.oA
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with the Protocol, to the extent not covered by any other insurance by patient and
provided the patient did nothing to cause or contribute to the injury.

10 Compensation / Insurance

10.1 Sponsor/LAMBDA shall maintain appropriate msurance coverage for the Study
subjects against financial losses caused by personal injury, which are study and/or
Compound related.

11 Confidentiality

11.1 For a period of 10 (ten) years from the effective date of this Agreement, Recipient shall
not disclose the Discloser's Confidential Information to any third party. Recipient shall
use the Confidential Information solely for purpose of the terms of the agreement,
unless otherwise mutually agreed in writing. Upon request, Recipient shall return or
destroy, at the Discloser's option, all Confidential Information, including any copies and
extracts thereof, will immediately cease using such Confidential Information and shall
deliver to the disclosing party all such Confidential Information including all copies,
reproduction, facsimiles and any other tangible records of such information.

11.2 Notwithstanding the performance- or the discharge for whatever reason including
breach of this Agreement, the provisions of this article shall remain in force for a period
of 10 years from the date. of execution of this Agreement but shall, thereafter, cease to
apply provided that the expiry of such period shall not entitle Investigator or Institution
to sell or otherwise dispose of, or otherwise tum to use for. its own or another's
advantage, any confidential information received during the conduct ofprojects covered
by this Agreement.

11.3 The Investigator may only to the extent is, as far as necessary for the performance of its
obligations under this Agreement, but not further or otherwise, disclose confidential
information to study staff or to any relevant committee, that need to know the same to
undertake and/or participate in this study. Investigator shall ensure that all persons shall
be made aware of the relevant terms and conditions of this Agreement and shall agree to
be bound by them.

11.4 The Investigator/institution shall not disclose or use any confidential information, which
is provided by Sponsor or LAMBDA or generated by Investigator as a result of the
Study, for any purpose other than the conduct of the Clinical Trial as outlined in the
Protocol and this Agreement.

Dr. Ramesh Bhat
oJ I 11\1
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11.5 Confidential information shall remam the confidential and proprietary property of
Sponsor, and shall only be disclosed to those who have a need to know the same. Where
it is necessary to disclose any confidential information to any third party for the
performance of this Agreement, a confidentiality agreement with the same terms and
conditions as this Agreement shall be entered into with such third party.

11.6 Each party will keep an updated list of all individuals who have received the other
parties' confidential information, together with their contact information and job title,
and will provide the list if it is legally requested. All confidential information must be
identified as confidential at the time of disclosure, preferably provided in writing. If the
disclosure is verbally, visually, or otherwise (e.g. an X-ray, a visit to a site or lab), then
the information must be summarized in writing within thirty (30) days after the
disclosure and provided to the receiving party.

11.7 Confidential information shall not include any information which:

a) Is already in the public domain at the time of disclosure

b) Becomes part of the public domain after receipt of the information through no
fault of the Institution or the Investigator

c) Was previously known to the Institution or the Investigator as evidenced by
written documents -

d) Is disclosed to the Institution/Investigator by a third party who has the right to
disclose and who is not under a direct or indirect obligation of confidentiality to
Sponsor.

e) Has been permitted to be disclosed by Sponsor.

11.8 All Confidential Information disclosed to a party under this Agreement will remain the
property of the disclosing party (or the Sponsor, if such information was disclosed
through LAMBDA) and may be re-called and withdrawn by the disclosing party at any
time. Upon receipt of a written request from the disclosing party for return or destroy of
such Confidential Information, the receiving party will immediately cease using such
Confidential Information and shall deliver to the disclosing party all such Confidential
Information including all copies, reproduction, facsimiles and any other tangible records
of such information.

,It
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11.9 Any previous Confidentiality Agreement between Sponsor and/or LAMBDA and the
Investigator or the Institution shallbe superseded by the confidentiality obligations in
this Agreement.

12 Privacy

12.1 Sponsor, LAMBDA, the Investigator and the Institution will adhere to applicable
privacy laws, regulations, and other standards.

12.2 The Investigator and Institute/Institution consents to LAMBDA and Sponsor and its
affiliates collecting and/or otherwise processing personal data provided by or relating to
the Investigator for purposes of any necessary sharing with regulatory authorities and
for any use by Sponsor and its affiliates and their agents.

12.3 The Investigator and Institute consents to Sponsor or LAMBDA transferring such
personal data to Sponsor's facilities, Sponsor's affiliated companies, regulatory
authorities, and third party vendors that may be utilized in other countries. For such
purposes, the Investigator and Institute acknowledge that such other countries may not
provide the same level of data protection as the laws in India.

12.4 The Investigator and Institution will inform each study subject of the potential for
disclosure of their personal or health information to Sponsor, Sponsor's affiliated
companies, LAMBDA, the Ethics Committee, and the regulatory authorities and the
measures being taken to ensure their privacy.

13 Independent Contractor

13.1 Investigator is an independent contractor engaged by LAMBDA to perform the Services
in accordance with the provisions of this Agreement, and the relationship hereby created
is specifically governed by, limited to, and subject to all of the terms and conditions
contained in this Agreement. The parties further agree that LAMBDA does not have the
authority to hire or fire employees of the Investigator / Institution, nor does LAMBDA
determine the rate or method of pay of such employees. Additionally, nothing contained
in this Agreement shall entitle Investigator/Institute to the right or authority to make any
representation on behalf of LAMBDA or the Sponsor, bind LAMBDA or: Sponsor to
others in any manner, or use LA1viBDA's / Sponsor's name or trademarks in any public
disclosure, without LAMBDA's / Sponsor's prior written permission.

14 Termination

LAMBDA
Page 14 of26 ~Dr. Ramesh Bh Re.s:!,"arch A:scElerated
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LAMBDA on behalf of Sponsor retains the right to terminate this Agreement on
Institution or Investigator's involvement in the Study for any 'reason with or without
cause including but not limited to the following; ~

1. Investigator or Institution fails to recruit patients within 60 days of site initiation
visit.

2. The incidence and/or severity of adverse drug reactions in this or other studies
with the Compound indicate a potential health hazard.

3. Adherence to the Protocol is poor or data recording is inaccurate or seriously
incomplete.

4. LAMBDA, the Principal Investigator and/or the Institution agree to terminate
this Agreement.

5. The total number of patients required to be randomised is reached before the end
of the recruitment period.

6. The Sponsor of the Study mandates the termination of the Study for any reason,
with or without cause.

..•
7. The appropriate Regulatory Agency mandates the termination of the Study.

In case of termination of the agreement without any default on the part of Investigator or
Institution, except in the event of non-recruitment of patients by the Institution or
Principal Investigator, LAMBDA shall reimburse the Institution or Principal
Investigator on a pro rata basis of the number of visits completed by patients. Should
the Institution or the Principal Investigator have already received payments in excess of
the actual pro rated amounts due then that overpayment will be promptly remitted to
LAMBDA by the Institution or Principal Investigator. Payments should be payable to
LAMBDA.

15 Record retention

15.1 The Investigator and/or the Institution shall provide Sponsor through LAMBDA any
•

and all records and data in relation to the Clinical Trial in time and in full according to
requirements of ICH GCP, Schedule Y and the Declaration of Helsinki, and all
applicable guideline, laws and regulations.

Dr. RameshBhat
LAMBDA
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15.2 The Investigator and/or the Institution, LAMBDA/CRO and Sponsor shall comply with
all regulatory requirements relating to the retention of records and shall maintain all
such records, an~ make them available for inspection, and shall allow Sponsor and all
applicable authorities in charge of the Clinical Trial to inspect such records. The
Investigator and lor the Institution shall inform Sponsor in the event of relocation or
transfer of archiving responsibilities.

15.3 The Site Investigator File containing the essential documents, case report forms,
informed consent forms and any other source data/document (like patient medical
records) must be archived for at least 15 (Fifteen) years following completion of the
study at the Site or such other facilities as agreed between Sponsor and the Investigator.
Sponsor shall also keep all clinical trial data and documents according to the relevant
regulatory requirements.

15.4 In the event that the Institution and/or the Investigator is or are unable to maintain the
Clinical Trial records due to any unforeseen event/s during the study or retention period,
the Institution and/or the Investigator shall, no later than 30 days prior to the day when
the Clinical Trial records were planned to be removed, notify Sponsor in writing of such
occurrence to permit Sponsor to fulfill its record retention obligation in connection with
the Clinical Trial.

15.5 In the event that Sponsor rem ves the Clinical Trial records, Institution and/or
Investigator may nevertheless retain a copy of Clinical Trial records (1) as required by
law, regulation, regulatory guidelines or ICH GCP and (2) in order to ascertain and
fulfill their obligations of confidentiality under this Agreement.

15.6 In the event that the Investigator/Institute is to destroy the Site Investigator File or
source data, the Investigator/Institute should inform LAMBDA prior to destruction to
confirm it is acceptable for them to be destroyed.

16 Representation and Warranty

16.1 The Investigator and Institution represent and warrant that they have and will keep
throughout the Clinical Trial study all such qualifications, approvals, permits, licenses
and conditions as necessary for performance of the Clinical Trial hereunder as required
by laws and regulations of India.

17 Laws and Jurisdiction

Dr. Ramesh Bhat
A!
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,
17.1 This Agreement shall be governed by .and interpreted in accordance with the laws of

India in Ahmedabad.

18 Notice

18.1 All notices shall be delivered to the following addresses:

CRO
Address:

Telephone:
Fax:
Contact person:

Investigator:

Address:

Telephone Number:
Fax Numer:

Institution
Address:

Contact Number:
Contact Person:

Lambda Therapeutic Research Ltd
Plot No. 38, Near Silver Oak Club, S G Highway, Gota
Ahmedabad 380061, Gujarat, India.
+91 7940202020
+91 79 4020 2021
Dr. Kiran Marthak

Dr. Ramesh Bhat M.

Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,
Kankanady,
Mangalore-575002
08242238261...

Father Muller Charitable Institutions,
Father Muller Medical College,
Kankanady,
Mangalore-575002

Mrs. PreethaLinet Pereira

18.2· Either party should inform the other party of any change of the said addresses in writing
within forty-eight (48) hours of the change.

18.3 Any notice shall be deemed to be given: a) If sent by courier - on the day when the
recipient signs for the notice; b) If sent by registered letter - at 9:00 am on the five (5)
working day of dispatch; or c) If sent by telefacsimile - at 9:00 am on the second day of
delivery.

Dr. RameshBhat
LAMBDA
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18.4 Any notice one party delivered to other parties, which concerns important issues such as
__'claims or amendments under this Agreement should be signed by the legal
_representative or the authorized representative of the delivering party.

19 Miscellaneous

19.1 Any unsettled issues of this Agreement shall be negotiated and agreed upon in separate
supplementary agreement signed by all parties. The supplementary agreement and
Schedules of this Agreement which form an integral part of this Agreement and have
the same legal effect as this Agreement.

19.2 No party shall assign to any third party its rights and obligations hereunder without the
prior written consent of the other parties except when Sponsor takes over some of the
activities from Lambda. The Investigator and the Institution acknowledge that Lambda
is acting as the agent of the Sponsor and hence in such case Sponsor will get into the
shoes of Lambda for all rights and obligations contemplated under this agreement as
between Lambda on one side and Investigator and the Institution on the other side.

19.3 This Agreement shall constitute the entire agreement among the parties and shall
supersede all previous negotiations, discussions, understandings or agreements among
the parties.

..•
19.4 No amendment or modification to this Agreement shall be effective unless made in

writing and signed by all theparties or their duly authorized representatives.

19.5 All infrastructures provided by Lambda on behalf of sponsor for the conduct of this
clinical trial to the Institute/Investigator will be retrieved from the Institute/Investigator
upon completion of the trial.

L.AM130A
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IN WITNESS hereof, the parties hereto have caused this Agreement to be executed by their
respective duly authorized representatives and the Agreement shall come into effect on the date
of signature of all the parties. ~

LAMBDA:

Date:~!5fH'J I 2..0 I bSign: --------------~----------
Mr. Raviraj Karia
Sr. GM, Finance,
Lambda Therapeutic Research Ltd

Witness:

'\ rO/\ ?-Otb>Sign: _ Date: ----~------------
Witness Name : Dr. Dharmesh Domadia

Witness Address : Lambda Therapeutic Research Ltd.,
Plot No. 38, Near Silver Oak Club,
S. G. Highway, Gota,
Ahmedabad 380061, Gujarat

Institute: -
Sign: ----j)0YI~~-=-=;.-rq=...-"--

r

Date: ----~----~-------
Rev. Father. Patrick Rodrigues GUES
Director ~EV. FR PAT~ICK RODRI

, , Director
Father Muller Charitable Insf~tuti{)~ULlERCHARITABLEINSTITUTIONS
Father Muller Medical College., r-iuller Road, xankanadv
Kankanady, Mangalore-575 002
Mangalore-575002

Witness Name: Mrs. PreethaLinet Pereira

Designation: Secretary

DepartmentlWork Unit: Department Of Dermatology

Dr. Ramesh Bhat
.~

LAMBDA
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Institute Name: Father Muller Charitable Institutions,
Father Muller Medical College

Investigator: Dr. Ramesh Bhat M.

ACKNOWLEDGMENT: In signing below, I, the Investigator, acknowledge that there is no
real or perceived conflict-of-interest in the execution of this clinical trial project (e.g. stock or
equity in companies which manufacture products being tested in the clinical trial, or obligations
or restrictions which will conflict with the performance of this Agreement). I hereby agree to act
in accordance with all the terms and conditions of this Agreement and further agree to ensure
that all participants in the clinical trial· are informed of their obligations under such terms and
conditions.

Principal Investigator: ~

Sign: V
Dr. Ramesh Bhat
Professor and HOD,
Department of Dermatology, Venereology and Leprosy,
Father MullerMedical College,
Kankanady,
Mangalore-575002

Date:

Witness:

Sign: / £ ) I~ j c1 0 {1,
l IDate:

Witness Name: /!CVl.9-~ tK.o~~
Witness Address: (0CA'.i'o.- :)

f~~~ =r=
L9Ct~J·~. f~
JVla~ -S'1-S- 0028'

~
, LAMBDA
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Schedule A

Study Protocol

Protocol No: 175-14

"A Randomized, Double-Blind, Placebo-Controlled, Threearm, Parallel Group, Multi-
Centric, Clinical Study To Evaluate The Therapeutic Bio-Equivalence Of Two
TacrolimusO.1% Topical Ointment Formulations In Adult Patients With Moderate To
Severe Atopic Dermatitis"

..•

Dr. Ramesh Bhat
L.:AMBDA
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INVESTIGATORGRANT BREAKUP

Items Visit 01 Visit 06 Total
19000
6000
800
1200
3750

3000
Total Grant 34250

Unscheduled Visit: 1500jUV

Note:
• Payment for the screen failure patients will be made on actual up to the maximum of 20% of total patients screened at site.

• Service tax will be applicable on payment done to site as per government regulations (i.e. 14.5 %) upon availability of service tax
number and required documents to claim service tax

Dr. Ramesh Bhat
LAMBDA

Research Acceter-ated

Schedule B
Budget and Payment Agreement:

(I) Budget

Page 22 of26

Visit 02 Visit 03 Visit 04
Investigator Grant 3000 : 3000 3000 1000
Co-ordinator Grant 1000 1000 1000 500

ECG(12 Lead)
Administrative Charges

Institute Overhead (15 %)
PKSample Charges

Patient Compensation
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The above budget also includes the

a. Investigator (s), other team members fees

b. The cost which would be incurred for stationary, cupboard, courier, telephone,

fax, intemet and electricity bills etc.

c. Patient recruitment

d. e-Case Report Form completion

e. Data Clarification Form Resolution

f. Consultation charges

(II) Payment Schedule

The parties hereto agree as follow on the basis of the Clinical Trial Agreement:

a) LAMBDA will pay a sum for every complete and evaluable patient as defined m the
payment schedule.

b) A complete and evaluable patient is defined as follows:
• all procedures must be performed according to the protocol
• a patient will only be included according to the inclusion/exclusion criteria
• all data are documented completely and accurately

c) All payments will be on e pro ratabasis as mentioned in budget above. For patients who do
not complete (early termination, drop-out, etc), the budget will be evaluated according to the
number of days completed as per protocol. If any investigation is not performed during a visit
then an equivalent amount mentioned in the above budget will be deducted.

d) Invoice will be generated/requested for payment on monthly basis according to the actual
work performed (after source data verification and e-CRF review for completed visits).
Invoice will be generated / requested according to days completed by patient as specified
above.

e) Central Laboratory costs will be paid by Lambda on behalf of Sponsor.

f) If patient was randomized in the study deviating from protocol inclusion and exclusion
criteria (without waiver, if applicable) then payment will not be made for such wrong
randomization and subsequent visits, however screening visit can be paid, if performed
according to protocol.

Dr. Ramesh Bhat

.. ~
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g) Patient conveyance/compensation will be paid by LAMBDA on behalf of the Sponsor, and
is included in budget as mentioned. "TDS would not be deducted on Reimbursement only if
original supporting are prc~vided for full amount." Service tax applicable as per union
budget rules.

h) The investigator grant includes payment of meals provided to patient and patient's relative (if
applicable) during the study.

i) Payment mentioned under "Final Payment" will be released at the time of site close out.
LAMBDA will release payment within 30 days from the receipt of invoice.

Should the trial terminate prematurely, any payments made by LAMBDA exceeding the amount
actually earned will be promptly refunded to LAMBDA (minus Ethics Committee fees, and
patient conveyance/compensation).

Method of payment

LAMBDA, on behalf of the Sponsor, shall pay the relevant cost and fee as set out in this
Payment Agreement to following payee through A/c Payee Cheque as agreed by the Institution
& PI. Details of Payee are:

..•

Payee: Father Muller Research Centre

Payee Address: Father Muller Research Institute
Father Muller Medical College
Kankanady Mangalore 575002

PAN /TANNumber: AAATF0345DO

Note: All the payments made to the payee are subject to Tax Deducted at Source (TDS) as per
the applicable existing tax laws in the country. LAMBDA will deduct the tax at the time of
making payments unless a valid Certificate from tax authority is made available.

(III) Per Patient Fee, Payment Schedule and Terms

1. As consideration for performance under the tenus of this Agreement, the Sponsor will
provide financial support for the Trial that will be transferred by the LAMBDA on behalf

LAMBDA
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of the Sponsor to the Investigator / Institute at the rate specified above per patient grant, for
each Subject completing all Protocol specified treatments.

The "Per patient grant" is a fixed fee per patient which includes all costs and honoraria,
including, but not limited to:

all study related activities such as conduct of visits and eCRF completion
time and effort of investigators and other site staff
study coordinator salary
electricity expenses for use of equipment for study conduct
procurement of any study related material
all diagnostic tests and other investigations (like Hb level measurement etc)
housing/hospital stay (if applicable) and meals during housing for patient and patient's
relative
Phlebotomy expenses for safety samples
usage of internet while filling of eCRF
Patient conveyance/compensation which will be on a pro rata basis
miscellaneous (telephone, fax, courier, etc)
All overhead costs.

Not included are (which are separate and in addition to per patient payment):
EC submission fee

2. In the event that the LAMBDA requests that additional Subjects be enrolled in the Trial,
the Trial Cost will be equal to the Per patient grant multiplied by the number of complete
and evaluable Subjects.

3. All payments to be made by the LAMBDA under this Agreement will be done within 30
days following receipt of the corresponding invoice from the Investigator to LAMBDA, it
being understood that such payment will only take place after the CRO (LAMBDA) has
received the necessary funds for that purpose from the Sponsor. All such payments will be
Any made by AlC Payee Cheques to the Institution/Investigator.

4. Payment mentioned under "safety follow up" will be released at the time of site close out.
The Final Payment will be made by LAMBDA in accordance with the following
paragraphs.

5. As regards tasks that are not specifically itemized in this Agreement, payments will not be
made without prior written approval of the LAMBDA. These additional tasks will be
submitted to LAMBDA in writing, with estimated completion dates and costs, if any. Any
expenses not specified in this Agreement or any changes to the amounts mentioned in this

Dr. Ramesh Bhat
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1L.

agreement, will be communicated to LAMBDA and are subject to prior written approval
by LAM'BDA, which, in its turn, must obtain prior written approval from Sponsor.

6. In the event that a randomized Subject is determined to be ineligible for the Trial,
LAMBDA will decide, together with the Sponsor, if required, whether or not to pay to the
Institution/Investigator the Per Subject Fee for such Trial Subjects. In the event that a Trial
Subject withdraws voluntarily or is withdrawn from the Trial (a) by LAMBDA or (b) by
the Investigator for any reason other than the Trial Subject failing to meet eligibility
requirements for the Trial, then LAMBDA will pay the Institution/Investigator a prorated
amount of the per patient grant through the date of such withdrawal. Further, if, at the
completion of the Trial, LAMBDA has advanced sums under the terms of this Agreement
that exceed the adjusted Trial Cost, the Investigator/Institute will reimburse to LAMBDA
any amount by which amounts advanced by the CRO exceed the adjusted Trial Cost.

7. The CRO may withhold all or part of any amounts in the event of:
(1) failure of the Investigator/Institute to complete the services according to the Protocol;
(2) failure to provide LAMBDA with requested documentation:
(3) Failure of the Investigator/Institute to comply with the terms of this Agreement.

8. Sponsor reserve right to verify study related payment records ( e.g. invoices, patient
reimbursement receipts) at SITE or at LAMBDA as applicable; as a compliance measure.

9. All screen failure patients payments will be made post LPLV.

10. For any disputed payments from the invoices, site will communicate through proper
channel of LAMBDA.

Dr. Ramesh Bhat
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MEMORANDUM OF UNDERSTANDING.

0
(Zero)
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DISTRICT PROGRAM MANAGER

DIRECTORFMCI
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MEMORANDUM OF UNDERSTANDING (MOU) BBTWEEN DISTRICT

HEALTH AND FAMILY WBLFARE SOCIETY (R) (BLINDNESS CONTROL

DIVISION) AND PARTICIPATING NON GOVERNMENT ORGANIZATION

1. Preamble :

1.1. WHEREAS the Union Cabinet has approved continuation of National Program

for Control of Blindness, hereafter referred to as NIPCB, for implementation in

statutorvAlert: Nldllrlaloret-si5 002
aYailable o0 the websile renders it invalid.

2. The onus of checkinq the logrtimacy is on tite users of lhe ceiliticate.
3. ln case of any discrepancv please inForm the Contpetent Authority.
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- 1.2. WHEREAS the Cabinet has also agreed to follow the strategies of "Vision 2020 :

The Right to Sight" in NPCB as per Plan of Action developed for the country.

1.3. WHEREAS NPCB aims to reduce prevalence of blindness by implementing various
activities through State and District Blindness Control Societies established in all
the districts of the country;

1.4. Whereas the NPCB seeks to involve eye care facilities in Government, Non-
Government and Private sectors having capacity to perforrn various activities under
National Programme for Control of Blindness;

1.5. AND WHEREAS schemes for Non-Goverrunen t Organizatrons (hereafter referred as' NGO) providing eye care services are irnple-.rrGd as per pattern of assistance
approved by the Cabinet;

1.6. NOW THEREFORE the signatories of Memorandum of Understanding (MOU) have
agreed as set out herein below

2. Parties of MOU :

This MOU is an agreement between District Health and Farnily Welfare Society (R.)
(Blindness Control Division) of Dakshina Kannada of the State of Karnataka; hereafter
called District Health and Family Welfare Society (R.) (Blindness Control Division) and
Father Muller Charitable Institutions.

3. Duration of MOU :

This MOU will be operative from the date of its signing by the parties and remain in
force till 31't March 2016. MOU can be ,.n.*.d through mutual agreement by the
parties.

4. Commitments of NGO :

, Through this MOU the NGO agrees to provide following services under National
Prograrnrne for Control of Blindness :

Sl.No. Activities Yes / No

a) Screening of population in all the villages / townships
in the area allotted to the NGO and preparation of
village wise blind resisters,

Yes

b) Identification of cases fit for cataract surgery,
rnotivation thereof and transportation to the base
hospital

Yes

c) Pre-operative examination and investigation as
required

Yes

d) Performance of cataract surgery preferably IOL
implantation through ECCE I IOL, Srnall Incision
Cataract Surgery (SICS) or Phaco-emulsification of
patients identified in allotted areas, self rnotivated
walk-in cases and those referred bv DH&FWS GCD)

Yes

i\t

/wttL"-*l*7:l** 
 



Post-oper4tive .ur.
complications, if.any and post_operativJcounseling

rding use of glasses;
Follow-up serices inc
of glasses, if required providing best por.1fr1.

of cataract surgery re.*dr.f op".ateASubmission
cases.

Eye operation for poor and deserving patients othei
than cataract surgery

5' commitments of District Health and Family welfare society (Blindness controlDivision) : 'rrqr r' 'rt'jurtlY (rlll

Through this MoU, the DH & Fws (BCD) agrees to provide following support toparticipating NGO to facilitate service delivery: "

6' Grant-in-aid to NGO for this scheme is governed by the following tatrle :

Clause of Agreement Yes / No
Issue Certificate nf ne
in NPCB

Undertake random r"rifi"
exceeding 5% before discharge of pitients;

6 below within one month of submission of ciaim
along with Cataract Surgery Records;

Sanction cost of f... .u
9{,1. NGO as per GOI guidelines indicated in para

Make payment of the ru
on monthl y / quarterly basis ;

Regularly disserninat. tit
other relevant information to participating NGO)

Items
Drugs und.o,.-
Sutuies

Spectacles

-

Transport/POL
Organization A

-

IOL, Visco.lus

Total

upees per ooeratron
ECCE/IOL SICSIPHACO

250 2s0
100 0

125 t25
150 150
t25 t25
250 350

1000 1000

],,W*=-l*v'"*
i.r-Y. i'p. Faiiliir. RcDR'/duE,:

Directttr
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7. Grant-in-aid to NGO for the Scheme other than Cataract Surgery :

1 Diabetic Retinopathy Rs.1.500.00
2. Glaucoma Rs.1,500.00
3.. Keratoplasty Rs.5,000.00

4. Squint Rs.1,500.00

5. Retinopalty of Prematurity Rs.5,000.00
6. Retinoblastoma Rs.1,000.00

7. Congenital Ptosis Rs.1,000.00

8. Intraocular Trauma in children Rs.1,000.00

9. Low vision Rs. 500.00

8. Termination of MOU :

Cornmitments agreed to by the Parties are meant for prevention and control of blindness
and therefore MOU should generally not be suspended or terminated. However, both
parties can decide to suspend or terminate the MOU.

Signed this day, the l't of April 2015.

[!]anaf,er

District

ir",ill- 5'lfflf"T'{

ily Welfare Society (BCD)

)w=ol;,*'/ry|L'H/t--:,f{," "'r/'
For and on behalf of NGO

F.TV. FR PATRICK RODRIGUES
D i recto r

IIil Ii L Ii I,,1 U LLI R C[i ARIT,{B LE I t{ STITIJTI O llS

Fr Mr"rller RoarJ, Kanl<ani.rdY
Mangalore 5T5 002
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GENERAL MEMORANDUM OF UNDERSTANDII\G (MoU) FOR

ACADEMIC AND RESEARCH COOPERATION

BBTWEEN

FATHBR MIJLLBR MEDICAL COLLEGE

NATIONAL INSTITUTE 
"ff'HNOLOGY 

KAR]\ATAKA,
SURATHKAL

MANGALORE, INDIA

Father Muller Medical College, Kankanady, Mangalore and The National Institute of
Technology Karnataka, Surathkal, establish this General Agreement to foster mutual

cooperation in education and research.

1. Both parties agree to encourage the following activities, to promote academic

cooperation and exchange of domain knowledge;

a) Exchange of materials in education and research, publications and academic

information;

b) Facility to the research scholars to exchange data, ideas and knowledge;

c) Joint research and meetings for education and research;

d) Technical assistance;

Both parties shall discuss the problems involved to the satisfaction of each party and

enter into specific activity agreements based on the mutually agreed objectives and

outcomes of the relationship.

2. This General Agreement shall be applicable to educational and research organizations

attached to each party.

hrA
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3. This Agreement constitutes the entire agreement between the parties and all prior

discussions, agreements and understandings, whether verbal or in writing a.re assumed to

be merged in this agreement.

4. This is not considered to be a contract creating legal and financial relationship between

the parties. Rather, it is designed to facilitate and develop a genuine and mutually

beneficial exchange process/research relationshiP, and so forth.

5. This General Agreement shall become effective as on the date of sigqature of both

parties. The Agreement may be amended by the written consent of the parties.

6. This Agreement should be reviewed every five years to evaluate the progress and the

qualrty of the mutual cooperation. The Agreement may be extended for additional five-

year period upon the written consent of both parties. If the agreement is not renewed by

mutual consent The Agreement will conclude at the end of the specified time period, or

after activities in progress have concluded.

7. This Agreement may be terminated by either party with minimum of 120 days written

notice. However, activities in progress at the time of termination of this agreement shall

be permitted to conclude as planned unless otherwise agreed.

8. Both institutions subscribe to a policy of equal opportunity and do not discriminate on

the basis of race, color, gender, age, height, weight, marital or familial status, ethnicity,

religion, national origin, disability and on similar issues.

9. All disputes or difference arising between the parties as to the affect, validity or

interpretation of this MoU or as to their rights, duties or liabilities shall be resolved by

mutual discussion between representatives of National Institute of Technology Karnataka

and Father Muller Medical College.

10. Neither National Institute of Technology Karnataka nor Father Muller Medical

College will be held responsible for any liability to the other party, and neither party shall

-+, tfrv
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be required to purchase any insurance against loss or damage to any property due to

activities to which agreement relates.

Each party shall designate a person or office to serve as liaison for implementing this

agreement. For Father Muller Medical College, Kankanady, Mangalore, the contact

person will be- Dr Anil Shetty, Dept of Pediatrics, Father Muller Medical College,

Kankanadi,, Mangalore -575003, Phone no +91-0824-2238000, Fax no +91-0824-

2436352, email id: anilshettyk@hotmail.com. For National Institute of Technology

Karnataka, Surathkal, the contact person will be Dr. Shashidhar G. fooLgudi, Dept. Of

CSE, National Institute of Technology Karnataka, Surathkal, Mangalore, 575 025,India.

Phone no.' +91-0824-2473413, Fax no.: +91-0824-2474060, email Id:

koolagudi@nitk. ac.in.

Every collaboration will have its own agreement/ contract which addresses issues such as

publications, IPR, furr.dirg pattern, disclosure of information etc. This has to be based on

the mutual discussion and agreement finalized by the concemed people involved in it.

for Father Muller Medical College,
Kankanady, Mangalore:

,lrl+n*l-'* ,
Rev Fr. PatriclZRodri gues

Director

rakash Alva

/or National Institute of Technology
Karnataka, Surathkal:

{: (1*^r;i
Dr. Swapan Bhattac

Director

ya t:*t l o) \-tr l)"

M.(l _ 
j*:t-l

Dr. M. B. Saidutta

Dean (Alumni Affairs & Institutional
Relations)

Date-10/0212015
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Between

'l)eparlmenr ,ta::T:"ity Merlicine, Farher Mu,er Medicar corege, Kankanady,Mangalore s75 aaz (Henceibrtrr."*;;;;;;;;;;;#", .__)

And

:*:Hx.::HTJiltonomous), Light House Hiti Road Mangalore s7s 003 (Frenceforth

The First party is 
''.tl:^0.:"t::sion 

of inrparting medicar education. The second parry rooking foril:::::::ilyffinilH;T' errucation to its studenr ,; ;;uli;; ro tie up wirrr rrre nrst parry ror ne

Ter.ms:

,, 
;n-;;;,,,iffir::1||:,."vide 

rhe foltorvirrg services to the second payty

b) Firsr Aid Training
c) Other rnedical and healtlr related activiticsz) Tlte resource personal will be an'anged by the first party rvhile the activities will be ca*iedout on the prernises of the seconcl party.3) The topics' tirni.g- and participanr, ro. the abo'e mentioned acti'ities will be discussed andmutua,y decided by both parties in consurtation witrr eacrr other.

: ;1il,?:Ji:::Yrffi"i"'"' to'tt" First partv , ,,r,;,nu* or 7 rvorking days prior to the

" lffi*r:,[*, 
,r unabre to co,du* a hearth.rerated activiry, the second pafty is free ro maker 

i,I;;;ki:ffi::.i-x1l#;i:ffil1JJ'_ff-;::,in** ro do so in wr*ing ro the

' fi:,Ti':l?;;JJfifr1,U,;i::::f:one vear rlom the date orsigning trie same Ho,vever ir

This Mou is signed o,,Fig[111 of July 2016 bylhe authorized officiars from the first parly and secondfiyJ:' 
wili remai, i, iff.ct ,,,iil *"ur;a 

", ,*rri,,ri#;i;, one of the parties by mutuar

&Jil'*t"e 
of rtrutual agreerlle,t, this Mou shail te*ni,ate at the end of one year of signing of theFirsf p.yfy 

,
.',- \-l$***.*ln ,-*-** Second party
slgnarrre 1 L rL*_*o 

Signarure _J4;j._*,

l'l': {-ui'. ',1_{ 
}1} bh',,,.-r. ! } i.*."E"*.r.r } n,;_"-d-* ,.***_p,C,*.:,

Posirion i &- *: f- "*_..S1,1, r")

;: {- position ; f*;.^;bJ
Date ,:ir y- ' 1 l.t"t 7 .? i, i{ I./ Dare : /*t J:",iw e_* /#

J!. Fr*f*sr*r **# i{{:ffi i
{*"*ll'lr*x*ity &,t*di*i*e ffi*parfu*l*r}f p+:r;nlg:rdtr' i'4uf l*r".ri:s:J j?lf iir+qr 
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HEALTH AND FAMILY WBLFARB SOCIETY (R) (BLINDNESS CONTROL
DIVISION) AND PARTICIPATING NON GOVERNMBNT ORGANIZATION

1. Preantble :

1.1. WI-IEREAS tlre [-]niorr Cabinet has apprgved continuation of National Program
for Control of Blindness, hereafter referred to as NPCB, for implementation in
all the States o1'the Country cluring the 11tl'Plan11200Z;]01211 

,\ ..flJ,lrr t-tr,,|L* i s'-
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1.2. WHEREAS the Cabinet has also agreed to follor,v the strategies of "Vision 2020 :

The Right to Sight" in NPCB as per Plan of Action developed for the country.

1.3. WHERtrAS NPCB aims to reduce prevalence of blindness by itnplementing various

activities through State and District Blindness Control Societies established in all

the districts of the country;

1.4. Whereis the NPCR seeks to involve cye care facilities in Government, Non-

Government and Private sectors having capacity to perfonn various activities ttncler

National Programme tbr Control of Blindness;

1.5. AND WHEREAS schemes for Non-Governrlent Organizations (hereafter referred as

NGO) providing eye care services are implemented as per pattern of assistance

approved by the Cabinet;

1.6. NOW THEREFORE the signatories of Memorandum of Understanding (MOU) have

agreed as set out herein below :

2. Parties of MOU :

This MOU is an agreement between District Health and Family Welfare Society (R.)

(Blindness Control Division) of Dakshina Kannada of the State of Karnataka; hereafter

called District Health ancl Farnily Welfare Society (R.) (Blindness Control Division) and

Father Muller Charitable Institutions.

3. Duration of MOU :

This MOU will be operative from the date of its signing by the parties and remain in

force till 3L't March 2017. MOU can be renewed througli mutual agreernent by the

parties.

4. Commitments of NGO :

Through this MOU the NGO agrees to provide following services under National

SI.No. Activities Yes I No

a) Screening of population in all the villages / townships

in the area allotted to the NGO and preparation of
village wise blind registers.

Yes

b) Identification of cases fit for cataract surgery,

motivation thereof and transpoftation to the base

hospital

Yes

c) Pre-operative examination ald investigation as

required

Yes

d) Perfortnance of cataract surgery preferably IOL
irnplantation through ECCE I lAL, Small Incision
Cataract Surgery (SICS) or Phaco-emulsification of
patients identified in allotted areas, self motivated

walk-in cases and those referred by DH&FWS (BCD)

Yes



e) Post-operative care including rnanagement of
cornplications. if any and post-operative counseling
regarding use of glasses;

Yes

D Follow-up serices including refraction and provision
of glasses, if required providing best possible
correction.

Yes

s) Subrnission of cataract surgery records of operated
cases.

Yes

h) Eye operation for poor and deserving patients other
than cataract"surgery

Yes

5. Commitments of District Health and Family Welfare Society (Blindness Control
Division) :

Through this MOU, the DH & FWS (BCD) agrees to provide following support to
participating NGO to facilitate serice delivery :

Clause Clause of Agreement Yes / No

5.1 Issue Certificate of Recognition about participation
in NPCB

5.2 Underlake random verification of operated cases not
exceeding 5% before discharge of patients;

5.3 Sanction cost of free cataract operations performed
by the NGO as per GOI guidelines indicated in para
6 below within one month of submission of clair-n
along with Cataract Surgery Records;

5.4 Make payment of the sanctioned amount to the NGO
on monthly I quafierly basis;

5.5 Regularly disseminate literature, guidelines or any
other relevant information to participating NGO)

6. Grant-in-aid to NGO for this scheme is governed by the following table :

S r ratlon
Items ECCE/IOL SICS/PHACO

a. Drugs and consurnables 250 2s0
h. Sutures 100 0

c. Spectacles t25 125

d. Transport/POL 150 150
e. Or ganization & Publicity t25 t25
f. IOL, Viscoelastics & additional Consumables 250 350

Total 1000 1000



Rs.1,500.00
Diabetic Retit

Rs.1,500.00

KeratoPlastY
Rs.5,000.00

Rs.1,500.00
Squint

Rs.5,000.00of Prematurl
Rs.1,000.00

Retinoblastoma
Rs.1,000.00

Congsnital Ptosis
Rs.1,000.00Intr;t"C. T.""ma in children
Rs. 500.00

Low vision

7. Grant-in-aid to NGO for the Scheme other than Cataract Surgery :

tffiT#ji:U.:H?Jr; the parries are meant for prevention and control or blind.ess

and therefore MoU shouid g"n.ru*'j ;;; ;;;p"no.a'o, ir'*inut"a' However' both

p"nf"t ."" decide to t"'p"t'd or terminate the MOU'

Signed this day, the l't of April 2016'

\_
\ ' ,llfulrI (- t ll,'i
' f- I -*'' '"

t*/ " ,,i.'.,i.'.'
and on behalf of NGO

y W"lfu." SocietY (BCD) /i,{t -
U

.! ji

iUIyJ'-^ 1
Dst. Programrnd Manager
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[CLINICAL RESEARCH SERVICES ONLY]

AGREEMENT FOR CLINICAL TRIALS BY SITE

THIS MASTER AGREEMENT FOR CLINICAL TRIALS BY SITE(hereinafter referred to
asthis “Agreement”) is made on this 14 day of the month of Marchin the year 2017(“Effective
Date”), by and between

Dr. Reddy’s Laboratories Limited, a company registered under the Companies Act, 1956 and
having its registered office at 8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana –
500034, India (hereinafter referred to  as  “SPONSOR”, which expression shall unless contrary
the meaning and context thereof mean and include its successors, representative and permitted
assigns) of One Part;

And

Father Muller Medical College Hospital,an institution registered under laws of Indiaand located
at Kankanady, Mangalore - 575 002, Karnataka, India(hereinafter referred to as
“INSTITUTION” which expression shall unless contrary the meaning and context thereof mean
and include its successors, representatives and permitted assigns) of the Second Part.

And

Dr. Jacintha Martis, an individual, having an address at Department of Dermatology, Venereology

and Leprosy, Father Muller Medical College,Kankanady, Mangalore - 575 002,Karnataka, Indiawill
serve as the principal investigator (“Principal Investigator”)

Collectively Principal Investigator and Institution (with its personnel, officers, board members,
affiliates, Site Management Organization, and agents) shall be referred to as the “SITE”.

Within this Agreement, SPONSOR and SITE are individually referred to as the “Party” and
jointly as “Parties”

RECITALS

A. WHEREASSPONSOR researches, develops, manufactures and distribute a range of
pharmaceutical products in a variety of therapeutic use.

B. WHEREAS, SITE, acting as an independent contractor, desires to conduct clinical
research studies(“the Study”), according to SPONSOR’s Clinical Trial Protocol
(“Protocol”) attached hereto as Annexure 2; and

C. WHEREAS, SPONSOR requires a clinical trial to be performed in relation to an
investigational product (“Investigational Product”);and
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D. WHEREAS, SITEhas established and maintains a clinical trial study service, and has
acquired expertise in conducting research evaluations, clinical trials, and laboratory test
evaluations; and

E. WHEREAS, SPONSOR wishes to engage the SITEto carry out the Study; and

F. WHEREAS, SITEhas sufficient authority, competence and experience in conducting
clinical trials and, having reviewed the Protocol, the investigator brochure, and sufficient
information regarding the Investigational Product related to the Study, desires to so
participate in the Study as more particularly described in this Agreement. For the purposes
of clarity, SITE has acquired the necessary clearances as per applicable laws for initiating
or conducting any studies; and

G. WHEREAS, SITEis willing to undertake the Study for SPONSOR according to the terms,
conditions and covenants hereinafter set forth.

H. WHEREASSITE has agreed to provide the services to SPONSOR on the terms of this
Agreement.

NOW THEREFORE THIS AGREEMENT WITNESSETH, that in consideration of the
mutual covenants herein contained and other good and valuable consideration exchanged
between the Parties, the receipt and sufficiency whereof is hereby acknowledged by the Parties
hereto, the parties covenant and agree as follows:

ARTICLE 1: Study

1.1 SITE will perform the Study as detailed in Annexure 1 of this Agreement in compliance
with the terms of this Agreement. .

ARTICLE 2: Period of Performance

2.1 The performance of this Agreement shall be from the Effective Date through completion of
the Study, unless terminated earlier in accordance with Article 12 of this Agreement.  This
Agreement may be extended by the written agreement of the Parties.

ARTICLE 3: Conduct of the Study

3.1 The SITEagrees to perform the Study detailed in Annexure 1 heretoin strict accordance
with the Protocol, the terms and conditions of this Agreement and any amendments
thereto, and all federal, state and local laws and regulations applicable to the performance
of the Study and this Agreement in the territory where the Study is performed, including
but not limited to (a) Good Laboratory Practice, the revised and applicable versions of the
Declaration of Helsinki Directive 95/46/EC; and (b) the International Conference on
Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human
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Use Topic E6: Guidelines on Good Clinical Practice and Directive 75/318/EEC, as
amended from time to time (“ICH/GCP”);(collectively, “Applicable Law”).

3.2 The Study will besupervised by the Principal Investigator, who will be employed/engaged,
as applicable,by Institution, and who will personally be responsible for the direction of the
research and the conduct of the Study in accordance with the applicable policies of the
Institution, which the Principal Investigator represent and warrant are not inconsistent with
(1) the terms of this Agreement, (2) the Protocol, (3) generally accepted standards of good
clinical practice, and (4) Applicable Law. Principal Investigator shall conduct the Study
and use his/her best efforts to complete the Study in a professional manner in accordance
with the highest standards in the industry and in strict adherence to sub-parts (1) – (4) of
this Article 3.2.  If the Study is conducted by a team of individuals including Sub-
investigator(s), the Principal Investigator shall be responsible for all Sub-investigators and
Study team members utilized in any manner, in connection with the Study, and SITEshall
instruct each Sub-investigator and team member to follow the direction of the SITEand
otherwise adhere strictly to the Protocol. Institution shall ensure that Principal Investigator
shall not delegate his/her responsibility to personally supervise the Study without
Institution’s prior written approval. Institutionfurther agrees to ensure that Principal
Investigator and/or any sub-investigators: (i) are fully informed of the Protocol, the
Investigational Product; and (ii) participates in all investigator meetings and telephone
conferences as required for the conduct of the Study. Institution will further ensure that
Principal Investigator, sub-investigator, and any other personnel involved with the Study,
participate in training sessions as necessary for the performance of the Study.

3.3 Institution/Principal Investigator will notify SPONSOR immediately if Principal
Investigator is unable to continue as principal investigator for the Study. SITEfurther
agrees that no other investigator may be substituted for the Principal Investigator without
the prior written approval of SPONSOR and the ethics committee.  If for any reason,
Principal Investigator is unable to serve as principal investigator, and a successor
acceptable to SPONSOR is not available, the SPONSOR may terminate this Agreement.

3.4 SITE shall ensure that Study subjects have agreed to participate in the Study as defined by
the Protocol andin compliance with Applicable Law. SITE shall further ensure that the
Study subjects are adequately informed of the aims, methods, anticipated benefits and
potential hazards of the Study and the circumstances under which their personal data might
be disclosed to relevant third parties including, but not limited to, SITE, SPONSOR and/or
its affiliates, competent authorities, and/or ethics committees, in accordance with the
requirements for such information as set forth in the Protocol prior to including any subject
in the Study. SITEshall obtain the informed consent of subjects to participate in the Study
prior to said participation, and shall document the Study subjects’ informed consent by
securing from each patient, his or her signature upon an informed consent form, that
complies with Applicable Law, a copy of which shall be retained by the SITE.  The Study
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subject shall also receive a signed copy of the informed consent.  Further, the name,
medical history, and any and all information relating to a Study patient obtained as a result
of or in connection with his or her participation in the Study shall be held in strictest
confidence and trust, and shall not be disclosed or transferred to third parties except as
expressly permitted by this Agreement or the Protocol.

3.5 Adverse Events. SITE shall report to SPONSOR, any death, life threatening, or serious
adverse event, or other event as specified by the Protocol. Such notification shall be given
promptly, and in no instance later than twenty-four (24) hours of becoming aware of such
an event and shall be made in accordance with the procedures outlined in the Protocol
concerning the reporting of adverse events and serious adverse events.

3.6 No changes or revisions in the Protocol shall be made unless first mutually agreed upon in
writing by SPONSOR and SITE, and reviewed and approved by the Applicable Authority
in accordance with Applicable Law or where deemed necessary to protect the safety, rights
or welfare of any subjects entered into the Study, in which case SPONSOR will be
immediately notified in writing of such action and necessity for deviation from the
Protocol.If any changes in the Protocol affect the charge for research conducted in the
Study, SITE shall submit a written estimate of the charges for SPONSOR'S prior written
approval.

ARTICLE 4: Payment

4.1 Fees

a) Fees mentioned in Annexure 1 are exclusive of GST, VAT, sales or similar withholding
taxes. The SITE will provide its reasonable co-operation to SPONSOR to ensure that
SPONSOR is only required to pay GST, VAT, sales or similar withholding taxes once, in
accordance with Applicable Laws and where permitted, to minimise duplication of such
taxes. All other taxes are the SITE’s responsibility;

b) If any payments made by the Parties under this Agreement become subject to withholding
taxes under Applicable Law of any state, central or foreign government, each Party shall be
authorised to withhold such taxes as are required under Applicable Law, pay such taxes to
the appropriate government authority, remit the balance due to the other Party net of such
taxes, and provide a certificate as provided by the appropriate government authority
towards this effect to the other Party. The Parties agree to cooperate in good faith to
qualify the transactions for any exemptions or reductions in the amount of otherwise
applicable withholding tax provided under Applicable Law (including the provisions of
any relevant tax treaty) and to complete such forms as necessary for such purpose.

c) The quotation provided by SITE for a Study shall be optimal and on a fixed cost basis for
both administrative cost and pass through costs except when mutually agreed upon by both
parties.Parties acknowledge and agree that the Fees along with expenses quoted by
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SITEwill be an upper limit of the estimated quote and has been arrived at, on the basis of
the Study scope, requirements and allocation of resources for conducting the Study.

In the event that, the Parties believe that due to change in  the Study scope, or resource re-
allocation requirements, there is a need for upward or downward revision of the Study
quote, SITE shall inform SPONSOR in writing and Parties shall mutually agree to modify
the Agreement accordingly.

d) the Fees are fixed and will not be varied without SPONSOR’ prior written consent;

e) the Fees include all performance requirements of this Agreement; and

f) The timelines provided by SITE for the completion of a Study shall be optimal and explain
the best case scenarios for achievement of timelines.

4.2 Invoicing and Payment

a) The SITE will invoice SPONSOR in accordance with the terms mentioned herein or as per
the milestones set in the agreement.  Each invoice will specify the SPONSOR Purchase
Order provided by SPONSOR.

b) The SITE must provide appropriate supporting documentation to substantiate the amount
charged, on request by SPONSOR.

c) SPONSOR will pay the Fees within45days of thereceipt of a correct and valid invoice or as
per the milestones set in the agreement, subject to the satisfactory completion of associated
Deliverables.

d) SPONSOR will pay the undisputed portion of an invoice and may withhold payment on the
disputed portion until resolved.

e) The SITE agrees that the Fees:

i. represent fair-market value for the Services or for conducting the Study;

ii. do not create any obligation to prescribe, supply, administer, recommend or buy
SPONSOR' products or constitute any reward for past or future business; and

iii. do not represent any inducement to influence the SITEto push for or prescribe,
supply, administer, recommend or buy SPONSOR’ products.

ARTICLE 5: Record Keeping and Access

5.1 SITE shall ensure that:

5.1.1 Itprepares, maintains and retains complete, current, organized, and legible Study
documents relating to its performance of the Study which are required to be retained under
Applicable Law, and any other records pertaining to the Study subjects who have
participated in any way, in the Study including, without limitation, source documents
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monitoring Study subjects’ progress, medical and clinical records and complete case report
forms (“CRFs”) (collectively, “Study Records”) for each Study patient no later than three
(3) days after a visit or as per protocol. SITE shall respond to all data queries within three
(3) days from the date of such request. SITE will ensure that all personnel take
appropriate measures to prevent unauthorized access to the electronic data capture system
including maintaining confidentiality of their passwords.  Study Records will be retained
by the SITEfor five (5) years following the date a marketing application is approved for
the Investigational Product for the indication under investigation in the Study, or if no
application is to be filed, or if the application is not approved for such indication, until
five (5) years after the investigation is discontinued and the applicable regulatory
authority is notified, or any longer retention period mandated by Applicable Law.

5.1.2 SITEmaintains written adequate records of the disposition of the Investigational Product,
including dates, quantity and use by Study subjects according to Applicable Law,as
amended from time to time, and any successor regulations), the Protocol, or as otherwise
established by written notice from SPONSOR, showing the receipt, administration, or
other disposition of the Investigational Product.

5.1.3 SITEprepares and maintains adequate and accurate subjects case histories recording all
observations and other data pertinent to the clinical Study of each patient enrolled as a
subject in the clinical investigation of the Investigational Product.

5.1.4 SITEretains the records and reports required by Applicable Law as amended from time to
time, and any successor regulations, and the Protocol, and shall deliver copies of the same
to SPONSOR as required by the Protocol.

5.2 Authorized representative(s) of SPONSOR, shall be allowed during regular business hours,
and at reasonable intervals, to examine and inspect SITEfacilities utilized in the
performance of the Study, and to inspect and copy all Study data, records, and work
products related to the Study, for purposes of assuring compliance with Applicable Laws,
the Protocol, and the terms of this Agreement.  Audits shall be at no additional cost to
SPONSOR provided such audits are at mutually agreed intervals and do not significantly
alter Institution's ability to meet any deadlines delineated in this Agreement.

ARTICLE 6: Publications

6.1 SPONSOR shall be solely responsible for determination whether to submit the Study for
listing in a publicly accessible clinical trial registry or any equivalent registry SPONSOR
deems appropriate, prior to initiation of any Study patient enrolment.  For greater certainty,
SITE, shall not register the Study or Study results on any publicly accessible clinical trial
registry.  Where applicable, SITE shall ensure that a non-promotional summary of the
results of the Study or a citation or link to a peer-reviewed article in a medical journal
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where one exists, will be posted on a free publicly accessible clinical trial results database
within one (1) year after the Investigational Product is first approved and made
commercially available in any country or, if the Study is under review by a peer-review
journal that prohibits disclosure of results pre-publication, as soon as practicable after
publication.

6.2 SITEhereby acknowledge and agrees that the SPONSOR has the right to use the Study
results in any manner deemed appropriate to SPONSOR’s business interests, both during,
and following termination of this Agreement and/or the Study.

6.3 In the event Study is not part of a multi-center study or where no multi-site publication has
occurred within twelve (12) months after completion and close out of the Study, SITE may
freely publish and disseminate the site-specific results of the Study, or otherwise publish or
submit for publication an article, manuscript, abstract, report, poster, presentation, or other
material containing or dealing with the site specific results of the Study (a “Publication”)
in accordance with the terms of this Agreement provided that, SITE shall: (i) obtain written
consent of SPONSOR prior to any such Publication; (ii) provide SPONSOR with a copy of
any proposed Publication sixty (60) days prior to submission for Publication.  If
SPONSOR determines that the proposed Publication contains patentable subject matter
which requires protection, SPONSOR may require the delay of publication for a further
period of time not to exceed one hundred eighty (180) days for the purpose of filing patent
applications.

6.4Notwithstanding any other provision of this Section 6, and prior to any Publication, SITE
shall preserve the right of SPONSOR to comment on the results and conclusions set forth
in any proposed Publication upon SPONSOR’s written request prior to the submission of
any Publication. SITE agrees that all comments made by the SPONSOR in relation to a
proposed Publication or presentation will be incorporated into the Publication or
presentation. Reasonable comments for the purposes of this clause 6.4 shall mean such
comments and suggestions that, with a view to the scientific interest or the treatment of
Study subjects, will clarify or improve the proposed Publication or presentation of the
results of the Study or the conclusions drawn therefrom, or any other such comments that
aim to avoid a Publication or presentation that will misrepresent the results. SITE shall
delete any SPONSOR’s confidential information in the proposed Publication where
reasonably requested by SPONSOR.

6.6 The obligations described in this Section shall survive the expiration or termination of the
Agreement.

ARTICLE 7: Confidentiality and Use Restrictions

7.1 SPONSOR will disclose to SITEincluding its employees, agents, directors, and
representatives, certain information furnished in any form, including written, verbal,
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visual, electronic or in any other media or manner, any information that a party would
reasonably consider to be confidential or proprietary including, but not limited to,
information concerning the Investigational Product, this Agreement, the Protocol, Study
results, processes, know-how, discoveries, inventions, compilations, business or technical
information, other materials prepared by either Party or their respective affiliates and
representatives, containing or based in whole or in part, on any information furnished by
the SPONSOR, and the procedures for carrying out the Study, (collectively, “Confidential
Information”). SITE will keep, such Confidential Information in confidence and shall not
use it for the benefit of nor disclose it to others, except as required by the Study or as
defined in the Protocol and will at all times, refrain from any other acts or omissions that
would reduce the value of SPONSOR’s Confidential Information. SITE agrees to ensure
that its employees, agents, contractors, representatives, or affiliates (including members of
the Study team), who have access to Confidential Information are bound by an obligation
of non-disclosure and shall procure non-disclosure agreements with such parties with the
same breadth of coverage as provided for in this Section 7. SITE’s obligations of
confidentiality shall not apply to that part of the Confidential Information that SITE is able
to demonstrate by documentary evidence: (i) already in the public domain prior to receipt
of such information by SITE, or (ii) that becomes lawfully part of the public domain
through no act on the part of the SITE, and/or its employees, agents, and representatives; or
(iii) is obtained from a third party without an express obligation of confidence; or (iv)
where required by applicable law, regulation, legal process, or other applicable judicial or
governmental order to disclose, provided that, should the SITE be required to make such
disclosure, where legally permissible, SITE shall provide the SPONSOR with prompt
written notice of such request or requirement so that SPONSOR may, at its sole expense,
seek an appropriate protective orderprior to such disclosure; and where SITE is compelled
to disclose, SITE shall only disclose that portion of the Confidential Information that SITE
is compelled to disclose and will exercise reasonable efforts to obtain assurance that
confidential treatment will be accorded to that portion of the Confidential Information
disclosed; or (v) is approved by SPONSOR with written authorization for disclosure by
SITE.

7.2 SITE shall return all Confidential Information to SPONSOR, except where retention of
same is required by Applicable Law, at the earlier of: (i) the time at which SITEends its
participation in the Study; (ii) as defined by the Protocol; or (iii) immediately upon request
of SPONSOR.

ARTICLE 8: Intellectual Property (IP)
8.1 Intellectual Property that either Party owned prior to execution of this Agreement, or

develops independently of the Study (without the use of SPONSOR IP and/or Confidential
Information), is that Party’s separate property and is therefore, not affected by this
Agreement.  Neither Party has any claims to, or rights in such intellectual property of the
other Party.

8.2 The Parties agree that the SPONSOR owns the proprietary rights (whether or not
protectable by patent, copyright or other intellectual property rights) to the Study and/or
Study data or materials and other reports required to be generated and submitted to the
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SPONSOR pursuant to the Protocol, and any data  compiled therein, or any discovery,
concept, or idea arising out of the Study, including but not limited to any/all intellectual
property and Confidential Information provided to SITErelating to the Study, or any
inventions, mechanisms, substances, works, trade secrets, know-how, methods, or
techniques (including improvements),  tangible research products, any intellectual property
conceived and reduced to practice, made or developed, the Investigational Product,
formulation of the Investigational Product, device, or biologic, including its administration
or use, alone or in combination with any other drug or device and any related assay or
biomarker, or any improvements or methods of using such Investigational Product,
existing or pending patents and patent applications, records or compilations of information
(excluding records/compilations set forth in Section 8.3 herein), Study data produced by as
a result of the Study, including records produced by Institution and/or Investigator,
innovations of any kind made in performance or carrying out of the Study, and the
Protocol, and the like, either of which, in whole or in part, relating to the Study, derived
from the use or access to SPONSOR’s Confidential Information, or developed conceived
or reduced to practice during the course of conducting the Study (collectively,
“SPONSOR IP”).  The Parties agree that title, interest and rights to any SPONSOR IP
shall remain the sole property of the SPONSOR. The Parties further agree that neither
Party will have any proprietary or other ownership rights in any such SPONSOR IP, but
that such rights in and to the following will remain with SPONSOR, subject only to the
right of SITE, to use such information for: (i) Institution’s own internal, non-commercial
research and for educational purposes provided such use does not violate SPONSOR’s
confidentiality rights or impede commercialization; and (ii) if required during the Study,
for the provision of standard of care medical treatment for a Study patient, without
jeopardizing the SPONSOR’s Intellectual Property Rights on such subject matter. This
Agreement shall not be deemed or construed to convey or transfer any of such intellectual
property rights to SITEexcept insofar as necessary to permit SITEto conduct the Study
which is the subject of this Agreement.  SPONSOR and SITEacknowledge that the
SPONSOR, owns the proprietary rights to the formulation of the Investigational Product,
existing or pending patents and patent applications, trade secrets, know-how, and
confidential information related to the Investigational Product and that these and all other
proprietary rights shall remain the sole property of the SPONSOR.

8.3 Subject to the entirety of Section 7, and the provisions of this Section 8.1 and 8.2,
Institution shall own all original hospital records, clinical and office charts, laboratory
notes, evaluation checklists developed by Institution, pharmacy dispensing records,
recorded data from automated instruments, copies or transcriptions certified after
verification as being accurate copies, photographic negatives, microfilm or magnetic
media, x-rays, subject files, and records kept at the pharmacy, at the laboratories involved
in the Study (collectively, “Source Documents”) provided that such does not utilize any
Sponsor IP and/or contain any Confidential Information of Sponsor.  Institution may utilize
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any Source Documents in any manner deemed appropriate by Institution without
jeopardizing SPONSOR’s Intellectual Property Rights derived out of such documents.
Sponsor shall have the right to access such Source Documents in accords with Applicable
Law.

8.4 Regulatory Filings. Any and all findings obtained as a result of the Study shall be
communicated to SPONSOR, who shall be free to incorporate such findings in any
regulatory filing concerning the Study. SITE understands and agrees that it shall have no
ownership, license or access rights in, or to, such regulatory filings solely based upon the
inclusion of such findings therein, nor shall they acquire any interest whatsoever in the
findings as a result of performing the Study.

8.5 SITE shall promptly and fully disclose to SPONSOR, all discoveries and inventions
(whether patentable or not) arising out of the performance of the Study or involving
SPONSOR’s IP (“Study Inventions”). SITE, each hereby assigns, all rights, title and
interest in and to any Study Inventions and/or SPONSOR IP to SPONSOR. SITE hereby
further agrees to refrain from taking any actions that would prejudice the intellectual
property rights of SPONSOR in any way. Moreover, SITE agrees to inform the
SPONSOR of any known infringement of its intellectual property rights, and to assist
SPONSOR, at SPONSOR’s sole expense, in actions intended to protect the SPONSOR’s
intellectual property rights.

8.6 Without SPONSOR’s prior written approval, SITE, will not knowingly use in the Study,
any of its own or any third-party intellectual property that may interfere with SPONSOR’s
rights to any SPONSOR IP and/or Study Inventions.  Except as stated elsewhere in the
Agreement, the Parties expressly authorize the use and grant a royalty-free license to their
respective intellectual property to SPONSOR, to the extent necessary to accomplish the
purposes of the Study.

8.7 SITE, agrees to use the Investigational Product only for a clinical Study under aregulatory
authority Notice of Claimed Exemption for a New Drug as contemplated by this
Agreement. SITE acknowledges that this Agreement constitutes a non-exclusive and non-
transferrable or sub-licensable license to the SITE, by the SPONSOR to use the Inves-
tigational Product and the SPONSOR'S confidential and proprietary information relating to
the Investigational Product solely for the research contemplated by this Agreement in
accordance with the SPONSOR'S Protocol, and in accordance with regulatory authority
regulations defining the procedures, conditions and requirements applicable to
investigational studies for new drugs under Applicable Law as amended from time to time,
and any successor regulations.  Furthermore, the SITEwill not transfer the Investigational
Product or related information to any third party, or otherwise make the Investigational
Product or related information available to any investigator other than those listed in the
SPONSOR'S Protocol, nor to any clinic or medical facility for use with subjects not
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properly enrolled in the investigational Study, and hereby acknowledges that the SITEshall
not use or exploit the results of the Study for any purpose other than that contemplated by
this Agreement.

8.8 License. If for any reason it is subsequently determined that SPONSOR is not the sole
owner of any such SPONSOR IP or, with respect to any inventions and discoveries arising
from research conducted under this Agreement, other than as expressly provided for herein
(“Other Inventions”), SITEshall promptly disclose to SPONSOR on a confidential basis
any Other Invention arising under this Agreement. SITE each individually, hereby grants
SPONSOR an exclusive option, without fee, exercisable within ninety (90) calendar days
following written notice of any Other Invention, to obtain an exclusive or nonexclusive,
worldwide, royalty-bearing commercialization license, upon reasonable commercial terms
and conditions (including measurable provisions for due diligence in development,
commercialization and marketing), to all rights, title and interest that SITE, may have or
obtain in any such Other Invention. This license will include the right to sublicense, make,
have made, use, and sell the Other Invention or products incorporating the Other Invention.
Upon SPONSOR’s exercise of its option with regard to any Other Invention, Institution
and SPONSOR will negotiate in good faith for up to eight (8) months (“Negotiation
Period”) in an attempt to reach a license agreement satisfactory to both parties. If an
agreement is not reached by the end of the Negotiation Period, SPONSOR’s rights to that
Other Invention will expire, and Institution may license the Other Invention to third-parties
without obligation to SPONSOR. If negotiations between SPONSOR and SITEterminate
and SITEthereafter negotiates a license agreement with a third party on substantially better
terms than those last offered to SPONSOR, SPONSOR shall be given the first right to
refuse such terms for a period of one-hundred, eighty (180) days from the date of
SPONSOR’s receipt of a draft of such license agreement from Institution or Principal
Investigator as the case may be. SITE, , each individuallygrants SPONSOR, for the term
of the Negotiation Period, a non-exclusive, worldwide, royalty-free license on SITE’s
rights to the Other Invention for SPONSOR’s internal research purposes

8.9 The obligations described in this Section shall survive the expiration or termination of the
Agreement.

ARTICLE 9: Use of Names

9.1 Neither Party shall be permitted to use the name, trademark, trade name, logo, or any
adaptation thereof, of the Sponsor and/or either Party hereto, in any news or publicity
release, policy recommendation, advertisement, promotional material, promotional
activity, or in any other commercial fashion, without the prior written consent of the other
Party or where applicable, of SPONSOR subject, however, to the following:
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9.1.1 Sponsor may, without prior consent, identify Principal Investigator as the person
conducting the Study;

9.1.2 SPONSOR may disclose the Principal Investigator to investors or potential investors or as
required by federal, state or local laws or security exchange regulations.

9.1.3 SITEmay, without prior consent, disclose their participation in the Study (but only with
respect to the indication, treatment period, and number of Study subjects enrolled) and may
disclose SPONSOR as the source of funding for the Study as well as the Protocol title as
necessary to comply with regulatory, academic, and governmental reporting requirements.
SITE, will not issue and will ensure the Study staff will not issue, any information or
statement to the press or public, including but not limited to advertisements for the
enrolment of Study subjects, without, where appropriate, the review and prior written
consent of SPONSOR.

9.1.1.Nothing in this Article 9 shall be construed as prohibiting SPONSOR from submitting
reports with respect to the Study to a governmental agency as required by law.

ARTICLE 10: Data Protection and Privacy

10.1 SITE, shall undertake to insure:

10.1.1 that data obtained from the Study subjects in connection with the Study is utilized for no
purposes other than as outlined in the Protocol and that SITE shall cause such data to be
managed in accordance with Applicable Law;

10.1.2 compliance with Applicable Law on the protection of individuals with regard to the
processing and free movement of personal data;

10.1.3 that all Study subjects are properly informed that the data collected from them may be
considered personal data and to obtain from such Study subjects written consent to the
processing, disclosure, and transfer of this data by SITE and SPONSOR;

10.1.4 to provide information as requested by SPONSOR, to authorize the processing and
storage of certain personal identifying information and data concerning a Study patient
and other site personnel involved in the Study for the purpose of fulfilling legitimate
business requirements relating to the Study, meeting regulatory requirements, as well as
for the purpose of evaluating SITE for inclusion in future studies; and

10.1.5 to obtain the consent of Study team members and all other personnel involved in the
Study for the processing of their personal data as required by Applicable Law.

ARTICLE 11: Subject Injury Reimbursement

11.1 In accordance with Applicable laws, as amended from time to time, SPONSOR shall
reimburse Institutionfor all reasonable and necessary medical expenses for the diagnosis,
care and treatment of any injury to a Study patient directly resulting from Study patient’s
participating in the Study (“Subject Injury”); provided, however, that: (i) the Subject
Injury or illness was not caused by Investigator/Institution’s deviation from the Protocol,
Applicable Law, or other written instructions provided by SPONSOR (except for
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medically necessary deviations); (ii) the Subject injury or illness was not caused by the
negligence or misconduct of the SITEand/or SITEstaff; (iii) the Subject injury or illness is
not attributable to the natural progression of any underlying illness, any pre-existing
abnormal medical condition or underlying disease of the Study patient,  or treatment that
would have been provided to the Study patient in the ordinary course of treatment
notwithstanding participation in the Study; (iv) the injury or illness was not covered by the
Study patient’s medical or hospital insurance, or any similar third-party payer providing
such medical or hospital coverage; (v) the Subject injury or illness was not directly
attributable to a failure of the SITEany of its personnel conducting the Study to adhere to
the terms of the Protocol, directions of the SPONSOR, or Applicable Law pertaining to the
administration of the Study; (vi) the injury or illness is not attributable to the Study
patient’s deviation from the reasonable direction of SITE, Study personnel or the Study
patient’s physician.

11.2 This provision shall survive the expiration of termination of this Agreement.

ARTICLE 12: Termination

12.1 Performance under this Agreement may be terminated by SPONSOR for any reason or no
reason upon thirty (30) days written notice to SITE.  Performance may be terminated upon
thirty (30) days prior written notice by SITE if circumstances beyond its control preclude
continuation of the Study.  However, termination of this Agreement shall not relieve SITE
of its obligations under Articles 5, 6, 7, 8 and 9 of this Agreement. Other than in cases of
termination for breach of this Agreement by SPONSOR, SPONSOR shall make all
payments due hereunder to SITEfor actual costs, non-cancellable commitments incurred in
the performance of the research, which have accrued up to the date of such termination, or,
in case of a termination of this Agreement up to the date of receipt of such final rejection.
Should Institution have received higher payments than the payments due according to the
work already performed, Institution shall reimburse the balance to SPONSOR.

12.2 Performance under this Agreement may be terminated by SPONSORor SITE immediately
upon written notice without any further action or notice by either Parties, in the event (a)
SITEceases operations, is insolvent or unable to pay its debts when they become due; (b)
of negligence or wilful misconduct by SITEor its employees, contractors or agents which
impacts or reasonably may impact the Study; (c) SITE’s breach of this Agreement, or
obligation and/or warranty hereof; (d) for reasons related to Study patient safety as
determined by SPONSOR; (e) the Principal Investigator ceases or is unable to serve and a
successor acceptable to SPONSOR cannot assume his/her duties within a reasonable
period of time; (f) in case any regulatory or legal authorization necessary for the conduct of
the Study is finally rejected; (h) in the event that Principal Investigator becomes debarred,
threatened with debarment or any similar proceeding, is excluded from being able to
participate in any such Study, and/or utilizes the services of a third party directly or
indirectly in order to perform obligations related to the activities under this Agreement that
has been debarred, threatened with debarment or any similar like proceeding.
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12.3 Except as otherwise provided above, where either Party fails to perform any of its material
non-monetary obligations under this Agreement, and does not cure such breach within
thirty (30) days of receipt of written notice of such default, then the non-defaulting Party,
at its option, may terminate this Agreement by giving written notice of termination to the
defaulting Party.  In such event, this Agreement shall terminate on the date specified in
such notice.

12.4 Upon completion, termination (early or otherwise), suspension or discontinuation of  the
Study or upon the request of SPONSOR; SITE will immediately stop screening and
enrolling Study subjects, and subject to the protection of the safety and welfare of Study
subjects, cease Study activities and complete its normal Study completion responsibilities
in an orderly and safe manner, of which shall include but is not limited to: (i) cooperate
promptly and diligently in an orderly and safe manner, in the wind down of the Study,
including, without limitation, discontinuing the Investigational Product as soon as
medically appropriate, allowing SPONSOR access to records and facilities for Study close-
out procedures, requiring Investigator to complete any actions required by the role of
Investigator, and transferring to SPONSOR all Study data and, if applicable, the
administration and conduct of the Study; (ii) allowing SPONSOR access to records and
facilities for Study close-out procedures, and requiring Investigator to complete any actions
required by the role of Investigator; (iii) returning all unused supplies associated with the
Study to SPONSOR or the appropriate facility with the exception of Investigational
Product which shall be returned to SPONSOR; and (iv) Immediately delivering to the
SPONSOR, all Confidential Information, except for copies to be retained in order to
comply with Institution’s archiving obligations or for evidential purposes.

ARTICLE 13: Liability/Indemnification/Insurance

13.1 SPONSOR.SPONSOR shall be liable for and agrees to indemnify and hold SITEharmless
from and against, any and all any/all claims, damages, liabilities and losses (including
reasonable attorney’s fees and expenses) (collectively, “Losses”) arising out of
SPONSOR’s negligent act, omission or wilful misconduct.

13.2 Institution. Institutionshall be liablefor, and agrees to indemnify and hold the SPONSOR
harmless from and against, any and all Losses caused by or attributable toSITE’s
(including principal Investigator), and/or any of its affiliates, subsidiaries, employees
(including sub-investigators), officers, directors, contractors, sub-contractors, consultants
or agents (collectively, “Representative(s)”): (i) negligent acts, omissions, wilful or
intentional and/or professional malfeasance or misconduct of any Representative(s)
involved in the Study; (ii) actions by the any Representative that is contrary to this
Agreement, the Protocol, or other written instructions provided to an Institution
Representative(s) by SITE; (iii) any unauthorized warranties relayed by any such
Representative(s) to a third party concerning the Study Drug; and/or (iv) the failure of
Institution Representative(s) to obtain the appropriate informed consent.
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EXCEPT WITH RESPECT TO A PARTY’S INDEMNIFICATION OBLIGATIONS
IN SECTIONS 13.1 AND 13.2, NEITHER PARTY SHALL BE LIABLE FOR ANY
SPECIAL, INCIDENTAL, PUNITIVE, INDIRECT OR CONSEQUENTIAL
DAMAGES OF ANY KIND, INCLUDING LOST PROFITS, WHETHER OR NOT
A PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH LOSS OR
DAMAGE.

13.3 Insurance. Institution represents that it will maintain general and professional liability
insurance (malpractice) and if applicable, workers’ compensation insurance, covering
SITE’s liability and the liability of its employees (including, Investigator and sub-
investigator(s)) and its trustees, officers, agents, or directors, in amounts sufficient to
adequately cover its obligations hereunder. Institutionshall maintain such coverage for the
duration of this Agreement and if the policy is claims-made, for two (2) years
thereafter.Institutionwill provide evidence of all such coverage upon request. Institution
will notify SPONSOR within twenty (20) days of any notice of cancellation, non-renewal,
or material change in its insurance coverage.

13.4 The obligations described in this Section 13 shall survive the expiration or termination of
the Agreement.

ARTICLE 14: Miscellaneous

14.1 Assignment and Succession

This Agreement and the rights and obligations hereunder granted to and undertaken by
SPONSOR may be assigned by SPONSOR without prior written approval of SITE.
Neither this Agreement, the obligations hereunder nor the rights granted to the SITE under
this Agreement shall be assignable or otherwise transferable by the SITE without the prior
written consent of SPONSOR.  Any such assignee of the SITE shall be bound by the terms
hereof as if such assignee were the original party hereto.  Any assignment in violation of
this provision shall be deemed null and void and of no effect.

This Agreement shall be binding upon and inure to the benefit of the Parties hereto,
SPONSOR’s assigns, successors, trustee(s) or receiver(s) in bankruptcy, and legal
representatives and SITE'S permitted assigns, personal representatives, successors and
trustee(s), or receiver(s) in bankruptcy.  No assignment shall relieve either Party of the
performance of any accrued obligation that such Party may then have under this
Agreement.

14.2 Independent Contractor Status

In the performance of this Agreement the Principal Investigator and Institution shall be
independent contractors with respect to SPONSOR. SITEis authorized to act as the agent
for SPONSOR. SPONSOR shall not be bound by the acts of the SITE.

14.3 Notices

Any notices concerning the administration of this contract which are required or permitted
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by this contract shall be delivered by hand, sent by mail, or by facsimile to the following
Party:

To INSTITUTION at:

Rev. Fr . Patrick Rodrigues

Director- Father Muller Charitable Institutions

Address: Father Muller Medical College Hospital,

Father Muller Road, Kankanady, Mangalore - 575 002, Karnataka, India

Telephone: 0824-2238000

Attention: 0824-2238261

To PRINCIPAL INVESTIGATOR at:

Dr. Jacintha Martis

Address:Department of Dermatology, Venereology and Leprosy, Father Muller Medical
College Hospital, Kankanady, Mangalore - 575 002, Karnataka, India

Telephone: 9845148112

To SPONSOR at:

Global Clinical Management

Dr. Reddy’s Laboratories Limited,

Integrated Product Development ,

Bachupally, Quthubullapur Mandal

Survey No: 42, 45 and 46,

Hyderabad,

R R District– 500 090

Telangana, India

Telephone:+91 40 4879 6019

Attention:

With a copy to:

Dr. Reddy’s Laboratories, Limited
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8-2-337, Road No. 3, Banjara Hills

Hyderabad, Telangana 500034 (INDIA)

Fax: +91 40 4900 2999

Attention: The General Counsel

Or to such other address for either Party as is subsequently specified in writing.

14.4 Applicable Law and Dispute Resolution

This Agreement shall be governed in accordance with the laws of India. In the event the
Parties are unable to mediate their dispute to a satisfactory resolution, the Parties agree that
the dispute shall be exclusively settled by in accordance with the rules of arbitration under
the Arbitration and Conciliation Act, 1996 as in effect on the Effective Date of this
Agreement (the “Arbitration Rules”). The seat of arbitration will be Hyderabad, India.
The language of the arbitration will be English. Each party will bear its own expenses in
the arbitration and will share equally the costs of the arbitration; provided, however, that
the arbitrators may, in their discretion, award costs and fees to the prevailing Party.
Judgment upon the award may be entered in any court having jurisdiction over the award
or over the applicable party or its assets.

14.5 Impossibility and Waiver

In the event that any further lawful performance of this Agreement or any part thereof by
any Party hereto shall be rendered impossible by or as a consequence of any law or
administrative ruling of any government, or political sub-division thereof, having
jurisdiction over such Party, such Party shall not be considered in default hereunder by
reason of any failure to perform occasioned thereby.

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

14.6 Amendment

14.6.1 New or additional Services, or amendments to the Services, must be agreed by the parties
in writing and documented in writing (“Change Order”).

14.6.2 SPONSOR may remove any existing agreed Services with at least30days' written notice
to the SITE. Once notice has been properly given, the Agreement is deemed to be
amended in accordance with that notice.  If SPONSOR removes Services under this
Article, SPONSOR will pay for reasonable substantiated costs actually incurred and/or
that are non-cancellable at the date of removal, up to a maximum of the Fees that would
otherwise have been payable.

14.6.3 The SITE acknowledges that, where the Study is part of a multi-site Study, SPONSOR'
objective is to recruit a set number of Study Subjects across all Study sites.  SPONSOR
may, at its discretion, amend the number of Study Subjects required to be enrolled for



DRL IRN: Privileged & Confidential Page 18 of 24

participation in the Study, in order to achieve this objective.  This may be reflected in a
removal of or amendment to the Services.

14.6.4 Where the Services are amended in any way, the parties will agree on the changes, if any,
to the Fees related to those Services which are required.

14.7 Force Majeure

Any delays in or failure by either Party in performance of any obligations hereunder shall
be excused if and to the extent caused by such occurrences beyond such party's
reasonable control, including but not limited to acts of God, strikes, or other labour
disturbances, war, whether declared or not, sabotage, and other causes, whether similar or
dissimilar to those specified which cannot reasonably be controlled by the party who
failed to perform.

14.8 Conflict between Agreement and Protocol

If the event provision of this Agreement conflicts with a provision of the Protocol relating
to the conduct of the Study, the Protocol shall take precedence on matters of medicine,
science and Study conduct. This Agreement takes precedence in any other conflicts.

14.9 Third Party Beneficiaries

Notwithstanding any other provision in this Agreement to the contrary, the Parties agree
that the SPONSOR is an intended third-party beneficiary of any Agreement(s) between
the SITEand third parties and shall have the full right to enforce any and all obligations
owned to it as through it were a party to those Agreements.

14.10 Severability

The provisions of this Agreement shall be deemed severable.  Therefore, if any part of
this Agreement is rendered void, invalid or unenforceable; such rendering shall not affect
the validity and enforceability of the remainder of this Agreement unless the part or parts
which are void, invalid or unenforceable as aforesaid shall substantially impair the value
of the whole agreement to either Party.

14.11 Integration and Amendment

This Agreement sets forth the entire agreement between the Parties and merges all prior
communications relating to the subject matter contained herein and may not be modified,
amended or discharged except as expressly stated in this Agreement or by a written
agreement signed by the Parties hereto.

14.12 Warranties

SITE, for itself and its officers and directors, warrant and represent that they: (a) possess
the necessary resources, skills, expertise, equipment and infrastructure, and training to
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perform the Study professionally and competently; (b) are familiar with current
Applicable Law and regulations related to the Study, and maintain a program for
regularly updating their familiarity and compliance with such Applicable Law and
regulations; (c) are licensed and in good standing with all necessary and appropriate
government agencies; (d) have never been disciplined or debarred by any government
agency; (e) have never been convicted of an offence which prohibits them from
performing the Study; (f) are not currently the subject of any regulatory, civil or criminal
investigation; and (g) shall maintain and provide evidence upon request comprehensive
general liability insurance, professional liability insurance and worker’s compensation
insurance.

14.13 Third Party Beneficiary

The Parties acknowledge and agree that SPONSOR is an express, intended third party
beneficiary of any Agreements SITE will enter for the purpose of this Agreement.

14.14 Counterparts

This Agreement may be executed in any number of counterparts, each of which
counterparts, when so executed and delivered, shall be deemed to be an original, and all
of which counterparts, taken together, shall constitute one and the same instrument.
Facsimile and PDF signatures shall be treated as original signatures.

14.15 Headings

Headings are used in this Agreement for convenience only and shall not affect any
construction or interpretation of this Agreement.

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed in
duplicate as of the date and year first above written.

AGREED FOR AND ON BEHALF OF:

DR. REDDY’S LABORATORIES LIMITED,

Name: _______________________________

Title: _______________________________

Signature: _______________________________

Date: _______________________________
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THEINSTITUTION,

Name: Rev. Fr. Patrick Rodrigues

Title: Director, Father Muller Charitable Institutions

Signature: _______________________________

Date: _______________________________

PRINCIPAL INVESTIGATOR,

Name: Dr. Jacintha Martis

Title: Professor, Department of Dermatology, Venereology and Leprosy

Father Muller Medical College Hospital

Signature: _______________________________

Date: _______________________________
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ANNEXURE –1
STUDY

1. Title
A Phase 2, Multicenter, Randomized, Double blind, Comparative Study to evaluate the
reduction in incidence of scarring in acne vulgaris subjects treated with combination of
Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes compared to Benzoyl Peroxide
(2.5%/ 5%)

2. Key information about the Study
Primary Objective:
To evaluate the reduction in incidence of scarring in acne vulgaris subjects treated with
combination of Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes compared to
Benzoyl Peroxide (2.5%/ 5%).

Secondary Objective:
To evaluate the efficacy, safety and local tolerability of Benzoyl peroxide (2.5%/5%), Zinc
oxide and Polysiloxanes combination in comparison to Benzoyl Peroxide (2.5%/5%) in the
treatment of moderate acne vulgaris.

Study Name:Acne-Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes

Study Site:List will be annexed

Protocol Number:DRL-INDG04-BPO/2016

Responsible Ethics Committee:List will be annexed



DRL IRN: Privileged & Confidential Page 22 of 24

3. Study Fees
Annexure II

PAYMENT TERMS AND SCHEDULE
1. Estimated Expenses for 20# completed patients*

Sr. No Particulars Unit Costs (In
INR)

No. of
patients

No. of
visit/months

Total
Amount
(in INR)

1 Investigator
Consultation Charges

Rs. 2000 per
patient

20 6 Visits 2,40,000

2 Research Assistant
Charges**

Rs.12000 per
month

- 6 months 72,000

3 Patient Conveyance Rs.500 per
patient

20 6 visits 60,000

4 Screening failures
charges (assuming
screening failures rate 5
patients)

Consultation charges

Rs. 2000 05 - 10,000

5 Patient conveyance for
screening failure
patients

Rs.500 per
patient

05 - 2,500

6 Fax, Telephone, Stationery, Courier etc.(Rs 1000 per month for 6
months)

6000

7 Institutional Overheads charges, if any

Total Cost of the Project for the 20*** completed Patients 3,90,500
2. Payment Schedule:

The agreed payment schedule is as follows.
Instalment Milestone of Payment

1st 20% of estimated total as Advance payment
2nd 20% of estimated total after 5 patients are enrolled.
3rd 30% of estimated total after 10 patients are enrolled.
4th 15% of estimated total after 20 patients are enrolled.

Balance amount On receipt of last completed case record form.
The final balance amount payable will be calculated on the basis of the actual number of patients who complete the
Clinical trial
*The dropouts will be paid at actuals for Investigator Consultation charges and Patient Conveyance upto the point of
dropout.
**Research Assistant will be paid a fixed amount, whereas the investigators will be paid compensation per
patient/per visit
*** If there are less number of patients enrolled in the study, they shall be paid according to prorata basis.

# In case extra patients (more than 20 patients) are recruited in this clinical trial at the request of sponsor, additional
payment will be made on pro rata basis for Investigator Consultation charges, Patient Conveyance (as applicable).
@ Screening failures will be paid at actuals for one time consultation charges.

3. If Any amendment in the protocol or any other documents which require Responsible Ethics
Committee approval it will be charged as additional cost;

4. In the event of pre-termination/closeout of the project, professional fees will be paid based
on the milestone achieved up to the termination with pro-rata adjustment;
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5. Services tax and VAT will be charged additionally as per the prevailing rates;

6.
Any government approvals/Notification required for the study other than EC approvals shall
be obtained by the Dr. Reddy’s Laboratories Ltd. Limited.;

Please provide the following details for future payments:

1. Cheques should be issued in favour of “Father Muller Research Centre ”

2. Name of the bank: Syndicate Bank

3. Branch: Father Muller Charitable Institutions branch, Mangalore

4. Bank Account No.: 02392160000136
5. Statutory Details:

PAN No.AAATF0345D ( Scan/ Xerox copy of Pan Card to be enclosed )
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ANNEXURE - 2

PROTOCOL
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DIVISION) AND PARTICIPATING NON GOVER}IMENT ORGANIZATION

1. Preamble :
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1.2. WHEREAS the Cabinet has also agreed to fbllow the strategies of "Vision 2020 :

The Right to Sight" in NPCB as per Plan of Action developed for the country.

1.3. WHEREAS NPCB aims to reduce prevalence of blindness by implementing various

activities through State and District Blindness Control Societies established in all

the districts of the country; 
r

1.4. Whereas the NPCB seeks to involve eye care facilities in Government, Non-

Government and Private sectors having capacity to perform various activities under

National Programme for Control.of Blindness;

1.5. AND WHEREAS schemes for Non-Government C)rganizations (hereafter referred as

NGO) providing eye care services are implemented as per pattern of assistance

approved by the Cabinet;

1.6. NOW THEREFORE, the signatories of Memorandum of Understanding (MOU) have

agreed as set out herein below :

2. Parties of MOU:
This MOU is an agreement between District Health and Family Welfare Society (R.)

(Blindness Control Division) of Dakshina Kannada of the State of Karnataka; hereafter

called District Health and Family Welfare Society (R.) (Blindness Control Division) and

Father Muller Charitable Institutions.

3. Duration of MOU t '

This MOU will be operative from the date of its signing by the parties and remain in

force till 31't March 2018. MOU can be renewed through mutual agreement by the

parties.

4. Commitments of NGO :

Through this MOU the NGO agrees to provide fbllowing services under National

Programme for Control of Blindness :

Sl.No. Activities Yes / No

a) Screening of population in all the villages / townships

in the area allotted to the NGO and preparation of
villaee wise blind registers.

Yes

b) Identification of cases fit for cataract surgery,

motivation thereof and transportation to the base

hospital

Yes

c) Pre-operative examination and investigation as

required

Yes I

d) Performance of cataract surgery preferably IOL
implantation through ECCE I IOL, Small Incision
Cataract Surgery (SICS) or Phaco-emulsification of
patients identified in allotted areas, self motivated
walk-in cases and those referred by DH &FWS (BCD)

Yes

\qp-,a,
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e) Post-operative care including management of
complications, if any and post-operative counseling
regarding use of glasses;

Yes

D Follow-up services including refraction ana prwirio"
of glasses, if required providing best possible
correction.

Yes

g) Submission of cataruct surgery records;f op..ated
cases.

Yes

h) Eye operation for poor and deserving patiants other
than cataract surgery

Yes

5. Commitments of District Health and tr'amity Wetfare Society @lindness Control
Division) :

Through this MOU, the DH & FWS (BCD) agrees to provide following support to
participating NGO to facilitate service delivery :

Clause Clause of Agreement Yes / No
5.1 Issue Certificate of Recognition about partrcipation

in NPCB

5.2 Undertake random verification of operated cases not
exceeding 5Yobeforc discharge of patients;

5.3 Sanction cost of free cataract operations pe.fo.r*,d
by the NGO as per GOI guidelines indicated in para
6 below within one month of submission of claim
along with Cat?ract Surgery Records;

5.4 Make payment of the sanctioned amount to the NGO
on monthly/quarterly basis ;

5.5 Regularly disseminate literature, guidelines or any
other relevant information to participating NGO)

Inltfi-argd Director
Father Muller Charitable lnstitutions

KankanadY, Mangalore' 57 5 002

6. Grant-in-aid to NGO for this scheme is governed by the fotlowing table :

ooeration
Items ECCEIIOL SICS/PHACO

a. Drugs and consumables 250 250
b. Sutures 100 0
c. Spectacles t25 t25
d. Transport/POL 150 150
e. Or ganization & Publicity t25 1,25

f. IOL, Viscoelastics & additional Consumables 250 350
Total 1000 1000
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7. Grant-in-aid to NGO for the scheme other than cataract surgery :

1. Diabetic RetinoPathY Rs.1,500.00

2. Glaucoma Rs.1,500.00

3.. Keratoplasty Rs.5,000.00

4. Squint Rs.1,500.00

5. Retinopalty of Prematurry- Rs.5,000.00

6. Retinoblastoma Rs.1,000.00

7. Congenital Ptosis Rs.1,000.00

8. Intraocular Trauma in children Rs.1,000.00

9. Low vision Rs. 500.00

8. Termination of MOU :

Commitments agreed to by the parties are meant for prevention and control of blindness

and therefore MoU shouid generally not be suspended or terminated. However, both

parties can decide to suspend or terminate the MOU' '

Signed this day, the L't of April 20L7.

Manager
Tnl]n $frfifiTY'

rta.iitistrie.t
For fof

District Health amily Welfare SocietY (BCD)
For and on behalf of NGO

In-charge Director
Father Muller Charitable lnstitutions

KankanadY, Mangalore' 51 5002

;;SLitiI'.'i[s.1", tx
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MEMORANDUM OF UNDERSTANDING

This rnemorandum of understanding is made on between :

Father Muller Charitable Institutions, Fr Muller Road, Kankanady, Mangalore 575 002

and

The Medical officer, [Jrban I'FIC, f')aclitr,IVlangaluru, Dakshina l{ar
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NVF.STIGATOR CLINICAL TRIAL AGRELF.MENT

THIS -AGREEMFINT FOR "CL[NICAL TRIAL" is miide and entered into this O8'h day of
February, 2018 by and between

Biocad India Pvt. Ltd. Registered office address: #163/C,  3rd Cross. 3rd Phase, JP Nagar,
Bangatore-560078, Kamataka` India., duly represented b}. Mr. Krishnam iuthy Rae, Managing
Director qerein after r`eferred to as "Biocad")

AND

Dr.  Ramesh  Bhat,  Professor,  Father  Muller Medical  College  Hospital,  Father Mul]er
Road, Kankanady, Mangalore 575002, Kamataka, India
®ereinafter referred to as the "Principal Investigator" or .`Pr)

AND

Father Muller Medical College Hospital, a unit of Fathei. Muller Charitable Ins±ioutions,
Father Muller Road, Kankanady, Mangalore 575002,  Karnataka,India .
Protocol No: BCD-057-2
aiereinafter referred to as the "Institution."i

in  connection  with  conduct  of  clinical  trial  -  ``A   Multicenter  Comparative  Randomized
b`o.ri616`-blind  Study  of  the  F,fficacy  and  Safety  of`  BCD-057  {INN:   Adalimumab,   CJSC
BIOCAD,   Russia)   and   Huniira®   (n\N:   Adalimumab,   Vettei.  Pharma)   ill  Patie,nts   with
Moderate to Severe Plaque Psciria,sis" bearing the p].otocol,`stiidy ID: BC`D-05 7-2 .

-`®

PI,  Ihstitution  and  Biocad  `riereinaftei-  are  individually  i`eferred  to  as  .`the  Part,v"  and  are
jointly referred to as "the Parties".

VIEREAS:

1'.  I       Sponsor is  a phamraceutical  company  responsib}e  for  exei`utiort. of a  c]irical  trial  in
India,

2.  `        Biocad  India  is  the  Indian  subsidiary  of  CJSC`  "BIOCAD"  (Sponsor)   which  is  a
Russian. biotechnology c(]mpany, established in 20(jl. CJSC Biocad has both research
and  development  and  full  cycle  manufact`iring  facilities.  Biocad  India  desires  to
engage the services of the PI to condr!ct/assist in this clinical trial ;

PI has  the necessary qualit.icaho_r},  training,  skil'i  and  facilities  to  a,onduct the  clinical
trial  and  is  desirous  of rend`inng  such  services  :.`pon  such  terms  and  conditions  as
envisaged below.

Clinical Trial Agreemerit-BCD1057-2
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I.         Provision of services

1.I        The services to be provided by the pl to Biocad are described in detail -in the stateineri
attached  hereto  and  incorporated  herein  by  references  as  Exhibit  A  Qereinafter
referred to as "the Proposal").

.,--

1.2        The  Study will be conducted at the Institution under the supervision and direction of
the  Investigator,  wherein  Investigator  shall  control  any  individual  performing  any
portion  of the  Study  at  the  Institution.  Site  will  cany  out  Study-related  labgra[qgr
services and investigations asmayberequired forthe study.~<    '   ..+  '   `., ` -..,

.                -~;--i;tr   :.i-i??;?

1.3        The pl will conduct various activities with-`respect to the cli`nical Trial{ded;ri-'ifi*,:-:`':`';`?':
referred to as "activities") in accordance with the followin'§:   '

•     Responsibilities of pI (attached herewith as Exhibit A) and Protocol of Clinical trial as
ainendedfromtim-etotime.                                                                                         `    +       .. `q.`r,.` -.,.,a..

•      Budget(attachedherewithasExhibitB)                                                           -\     T`.`_     ``£':`'.``~Li   ,  ,``
J            _                            `,      .                  1.l`,o

•    All applicable International conferenc.e on Harmonisation (IC'H) Good clinieal Lpractie
aereinafter referred to as "GCP") guidelines.                                            ` ,    .

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

1.4        Biocad will provide the pl with all the i-nformation, documents, and.mat-erials which, in
Biocad's reasonable opinion, are required in order to carry out activities in a Clinical
Trial.

•,,-.  `      ;     `1.,-`      i:I?       ,+1`

1. 5      tBjscca]€mqc¥Sf:I:ythteo °£:£gpa[t£:nds'a:Pficitc[ges::ara:dsi:¥£dbfsth£[t:£#jsenSe6Efrifa`:#

out along with other obligations under this Agreement. The PI will take all reasonable
steps to ensure that persomel used to perform histher obligations under this Agreement
are appropriately trained and qualified.` `

I.6        Biocad will appoint a representative ®ereinafter referred to as the "Clinical REe``a`rch
Associate (CRA)/Clinical Research Monitor (CRM)") to be authorised to monitor
the  activities  of the  Clinical  Trial.  The  CRA/CRM  will  coordinate  perfomance  of
Clinical Trial with the PI. All communications between Biocad and the PI regarding
the conduct of Clinical Trial shall be addressed to or routed through the CRA/CRM.
Biocad may, at its discretion, change the CRA/CRM during the course of Clinical Trial
and inform the PI accordingly.

1.7        The pl will store copies of all data and records generated during the trial in accordance
with local regulations, applicable GCP and as per the directions of Biocad.

2.         Term

This Agreement shall commence on the date of execution and shall continue till the
`'    -   da-te of payment of the last sun due hereunder or till the date when the last services

Clinical Trial Agreement-BCD-057-2
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required to be performed hereunder are performed,  whichever date  shall  last occur,
unless terminated earlier as provided herein.

3.         Termination and consequences of Termination

Termination:

3.1        Either  Party  may  terminate  this  Agreement  without  any  notice,  only  for  subjects'
safety or medical reasons.

32       Either party may terminate this Agreement by whtten notice offorty five (45) days to
the other Party vyithout assigning any reason thercof and with no penalty on either
side.

3.3        Either party may terminate this Agreement by written notice of thirty  (30) days in
advance issued by means of communication ensuring evidence of the date of receipt in
case of a substantial breach by the other Party of the obligations arising out of this
Agreement,  provided  the  Party  receiving  such  notice  has  neither  remedied  nor
sufficiently explained for the breach within the period specified in the notice.

3.4       Any failure by a party to carry out all or part of its obligations under this Agreement
• resulting in sueh 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 3.3 above.

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

Consequences of EXDirv or Termination:

3.6       Upon expiry or temination of this Agreement, Biocad shall, in accordance with the
payment  provisions  of Clause  2,  pay  for  all  reasonal)le,  verifial)le  and  completed
activities  up  to  the  date  of actual tennination.  In no  event will  payments  made by
Biocad to the PI under this Agreement exceed the projsct costs as set  orth in tpeL sqldy
Budget.

3.7       Upon expiry or termination of this Agreement, the PI shall, at Biocad'  option, either
immediately  transfer  to   Biocad  or  destroy  any  or  all   Confidential   Information,

.i£¥¥gulT¥i:?nE:fdr¥hi?vfpceprj:°£:T°semateriaisorcopiesthatarerequiredby

4.         I]itel]ectual property ownership, Invention & Discoveries and publication

4.1        The  PI  ackngwledges  that  all  the  intellectual  property  rights  in  the  Confidentiaal
lnformatiori of and belonging to Sponsor (Biocad) which is disclosed to the PI is and
shall always remain the sole and exclusive property of Sponsor (Biocad).

Clinical Trial Agreement-BCD-0 5 7-2
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4.2

5.2

7.2

The primaly right in the data generated. during and in connection with the conduct .of
the  trial,  including  publication  rights:  rests  with  the` Sponsor.  However,` the'PI  may
publish data generated at dsjr '(own) site:
•    only upon getting whtten appi.oval from sponsor  and
•    only after the first publication of such data by the sponsor.

Representations ; Indemniffi cation

The PI hereby warrants and represents that the following are true and correct on the
date of entering into this Agreement:

a.          The pl is un individual and has the requisite qualification, legal power'to ehter
into   this   Adreement   and  to   perfom  liis/her   obligations  hereund6r.   This
Agreement,  when .duly  executed,  shall  constitute .the  legal, valid `and binding
obligation on the PI  and  is enforceable  against the  PI  in accordance  with its
tens;

b.           All  acts and conditions required by the lavys in force  a`t the date trie.re-Oft`o.b6
done,  fulfilled and performed in order` (i) `Lo  enable himther lawfully to  enter
into   this   Agreement   and   to   exercise   his/her  rights   and  perfor|n  prsther`chligivio'n`s under this Agreemeut'and (ii) to make this admi`ssible `in `ividence

have   been   do`ne,   fulfilled   and  'performed   in   strict   compliance   with   the
applicable laws.    -

The PI will be covered by a professional indemnity of sufficient value as decided by
Bibcad,  which  shall  be  in  force  throughout  the  ter|n  of this  trial.  However,  this
indemni'ty coverage` does not cover ally indqunity, liat)ility Qr consedrieric`e alsing o.ul
6f or altrib`itabl; to 'the negligence or willful mi'sconduct of the PI.

Conflict of Interests
Site warrants that neither Institution nor Investigator has any conflict of interest that
would affect the conduct of the Study. PI shall notify Biocad promptly and within
twenty four (24) hours, if` a conflict of interest arises during the term of this Agreerpent

Payment

The  total  fees  and  expenses  payable  by  Biocad  to  the  PI  for the  services  set  forth
herein shall not exceed the Budget as per Exhibit 8.

This study is non-negotiable and includes all costs associated with the conduct of the
study, including phannacy fees, laboratory fees, dry ice, procedure cost, study
coordinator./investigator fees. patient payments` all overhead charges and
administrative fee s.

7.3        Nonpayment.
Unless  and  otherwise  agreed  in  witing,  Biocad  India  shall  make  no  payment  for
patients whom the investigator entered into the study in violation of protocol (i.e, the

not a qualified participant)

Clinical Trial Agreement-BCD-057-2
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7.4       Biocad shall pay the PI for same in accordance with the terms set forth herein after
deducting there from any tax as applicable.

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

8.         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.

9.         Arbitration

9.1        Any dispute, cohtroversy or claim arising out of or in connection with this agreement
including any question regarding its existence, validity,  interpretation or termination,
shall  be  conclusively  settled  by  referring  the  sane  to  arbitration.  The  arbitration
proceedings  shall  be  conducted  in  the  English  language  and  be  governed  by  the
provisions  of the  AIbitration  and  Conciliation  Act,  1996.  The  venue  for  arbitration
proceedings shall be BangaLore.

10.       Force Majeure (Act of God)

a 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,  iusurection,  war,  acts  of God,  inclement  weather  or  other

similar reasons or causes beyond such Party's control, and such Party has exerted 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  whting).  Notice  of the  start  and  stop  of any  such  force  majeure  shall  be
provided to the other Party.

11.       RecordKeeping

During the ten of this Agreement; PI shall maintain all materials and all other data
obtained or generated by PI in the course of providing the services in a secure area
reasonably protected from fire, theft and.destruction.

12.       Review of work, Audit

12.1      The  PI  shall  agree  and  permit  concerned  Government  Agency,  Regulatory  Body,
Sponsor Representative  to perform,  during normal  business  hours,  quality  assurance
audits of the work perfomed under _this. Agreement to determine that the services .area b'6iie.  '-pdr6rihed  in.  accordance  wiin :the' 'appli`cable  study `protocbl,-  G6v6mrferit

E*vaeti::Sd:£gthi=aAulgr;:,e:ednet££:]tiir:tiro:tlt:g|:[c[a:?ITectanyerorsordeficiencies

13.        Headings

The headings used in this Agreement are for the sake of convenience and the same are
not to be constnied to define, limit or affect the construction of interpretation of this

Clinical Trial Agreement-BCD-057-2
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14.        r`Totices & Service of documents

The notice an£1 doc`iments requirc`d to bc given under 1.his Agreement shall be deemed
to  be  sufficientl)'  given  if  hand  delivered  by  one  Part.v  to  the  other  or  sent  by
Registered Mail with acknowledgcment due.

All the coriesljondence/ no`.lees  [c. be se7i{~ by `de PT to Biocad shall be addressed to:

Biocad Ind.ia Pi/t. Ltd.
#163/C, 3rd Cross,
3rd Phase, JP Nagar,
Bangalore-560078
Phone No. 0804i699773
Fax No.  08041699773

All the corresponde£`ice;`` flctices to be sent by Biocad to PI shall be add].essed to:

Dr. RamesLI Bhdt
Professor.
Depa7thent of J)ei.matology Voneh.eoiogy and I.eprosy.
Father MilHer C®]lege hospitalq
Father Muller Road,
Kankanady,
Manga]ore, Kamataka,
India

C] ihical Trial Agreement-BCD-057-2
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FOR BIOCAD INDIA PVT. LTD.

i\|r'

*
Mr Krishnamurthv Rao Principal Inv estig#4gr

Manaring[ DirectorBiocadIndiaPrivate Dr. Ramesh Bhat M

Limited

sckaro\}\:::`Jc:';?\\~'` Seal

|9|   3rdcross,  \-r-`       I)•63rdphase,.+`*@£SGPA::g;Z.KO'...i, r|
|LPRT[c?LFL%:,RA%T[°ip°RG:.Muller.s:.1r:d,calCoHclg`ttiday.fwaH9L.lure-5/SoI

Witness Witness

HO

I-___-

Institute Head

Rev .Fr. Richard Aloysius
Coelho

REv.  in RlcHARD ALorslus  cO

herMu«er%jhr:r?tta°brieinsmu
Fr Mull.. Road,  Kankanad

FatherMuller-ch;rTt`a'b'lelnslitudons
f=rLJ„''--I___,    ,I       -

MANGAIORE.575002
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Exhibit A

RESPONSIBILITIES 0F PI:
INVESTIGATOR'S AGREEMENT FOR THE CLINICAL TRIAL -.ckA Multicentt+ :  `` `
Comparative Randomized Double-blind Study bf the Efficaey and Safety of BCD-057 , .
qu`TN: Adalimumab, CJSC BI0CAD, Russia) and Humira® (INN: Adalimumab, Vette+ .
Pharma) in Patients with Moderate to Severe Plaque Psoriasis" bearing the
protocol/study ID: BCD-057-2

1.   I` iiave sufficient time, adequate staff; and appropriate faciliti;es to conduet and complete
the Clinical Study.  I agree to make these resources availdy|e for the duratiori of the study
and agree that other Studies will not divert essential subjects or facilities away froin-.this ` ;+'hial-.

I assure Biocad India Pvt.  Ltd., that no other Clinical Study +conducted dy me shall giv;
rise to a conflict of interest or interfere with the Clinical Trial.

Iwillendeavortoensureanadequaterecruitmentrateduringtheclinicalihvistigation.

2.P;;::;;pE::::aor::::::::]`:::::::=:::;i:+£:mewithcopiesofthehvestigator'sBrochoreandine:

a)   t6  becoine  thoroughly  familiar  with the  properties  of the `ihvestigational -pLodied'-`as
described in the Investigator' s Brochure, which provides full  information concemiri§

gL#;fi[£ghi:#b#ggyg#Po¥#i:j#¥T#effstfu##=:::X+usT#°be¥+:
into account in the course of the clinical investigation; and

i)  ` To become well acquainted with de Study Plan before .signing it.

3.        I` agree  to  make  the  necessary  arrangements,   including  provisions  for  emergency
treatment, to ensure the proper conduct of the Study.

4.      I  understand  that  I  shall  have  primary  responsibility  for  the  accuracy,  legibil.ity{ apd
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.

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

a)    I  an  required  to  maintain  adequate  records  regarding  all  investigational  product
received and used by me including batch numbers, dates, and quantities. If the Study is
teminated, suspended, discontinued, or completed, I shall return to Biocad India Pvt.
Ltd.,  any unused  supplies unless  other arrangements  are  made by Biocad  India Pvt.
Ltd.

required to  prepare  and  maintain adequate  and accurate  subjects  case  histories,
all observations and other data pertinent to the clinical investigation of each

'T1+`

in the Clinical Study.
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c. I understand I am to furnish my records of the Study to Biocad India Pvt.Ltd.

d. I will maintain records of the disposition of the investigational product and other records
for the  duration  longer than the  following  periods:  Archival  will  be  done  by  Third
Party

the period defined by national or local law and rules
five years after the Study is terminated or computed, or
five years after the records are no longer required for purposes of supporting the
relevant  United  States,  other  national,  European  (EU),  or  other  international
regulatory applications.

iv.      To avoid any possible enors I will contact Biocad India pvt. Ltd. prior to
the destruction of records or in the event of accidental loss or destruction
of any Study records.

e.  I agree to provide accurate information to the Ethics Committee upon request.   I also
agree to provide accurate infomation to the regulatory authorities upon their request
and within the  scope of the agencies'  authorities and my ethical  obligations,  as  set
forth below:

I .  Upon the iequest of a scientifically trained and specifically authorized employee
of.national or international regulatory agencies, I will make records related to tne
Clinical Study available for inspection and copying.

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

i) 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 Biocad India
Pvt. Ltd.

I shall not cormence the Study without ah approval or favorable opinion from the Ethics
Conmittee  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

•t!-`
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6.   I certify tha{' t,hc jrLvest!gatic`]ial products i.i-jr clinical_ ii`]`.'estigation will be provided®{jnly to
subjects  ijridei.  my  personal  sixperi.'ision  Gr  u.i)cier  the  {`,!jpervision  of the  following  sribf
investigatoi.s responsible to iTie ('add ar.}J addit]'¢i.Lad rLtTLmes on a.si-parate sheet, if needed):

Sub-I]ives€ig8.toI- i :

I  further  ceitify  that  the  in\'estjg,ational  produc,ts  will  riot  be  supplied  by  me  to  any
investigator,  other than those  listeci  ab`ive  as  sub-investigators,  or to  any  clinicg  medical
facility, or study site foi use.

7.     No proc:€dure will be Performed until all personnel have been properly trained.

8.    I agree to be resForif;`,ible for the personal safety and wcll. bein£` of the s-iibjects .To this qua.,
I agrt3e to abide by the Declaratic.n of Helsinki and their sT]bsequelit anendments, national
policy,  and  the  t`'.llowing  conditions  governing  the  e..rlical  treatment  of subjects. in  this
c.linical in`'estigation:

F.llowing  national  p..iicy  arid  t,he  I)a,``,laratioli  of IIeisinki.  infomed  consent  shall  be
documepted by the sihoject or subject' s legal representative v`rith dated signature.

a)  I. wi}`|  ensur`e tha.t  subject /  sthject's  legal  representative  or their gundians pi.eceive
adf..qunte irL.foL Imation to inake iriformed curisen[s.   This information will be provided
brtth  :ri  oral  and.  in written  form  atid  shall  bc  in  a  form  easily understood  by ,the
subject 7' subjec`L-' s'1egal represent,ative.

Tne ilifi-7rmed co.isent ilrformation shalt include the al.ms, expected benefits, risks and
inconvenierfces   of  the   tTlinical   im'esLigation,   .®m   explanatit>n   of  any   alteinative
methods or treatments available, and an expjanation of possible a,onsequences' of any
withdrawal £`rom the c]i_trical investigation.

b) J w!.Ii ensure that the subject / subject's legal representatives are given the opportunity
to  inquire  abf7ut  the 'details  ``,t. the  C-,lin].cp.I   St`[dy.  The  infoimation  given  to  the
subject /subject's legal representatives ,;hall make t;lead i,o them that they remain free
to refuse to participate in and fre`. to withdraw from the Clinical  Study at `any``tiine
wiinout  any`   sanction.     I  will   rna.ke  an  effort  to  ascertain  the  reasons  for  any
withdrawal    while    fully    respecting    the    subject.s.  and/    the    subject's    legal
representat{\Je. a rights.

c)   I will eiisure that the subject / the subjcot`s legal representati\'es Cure provided adequate
time to decide whether or not t,hey- wish to participate / wish their ward to partic`ipate in
this clinical  invesiigati(in.

d)   I will ensure Audio-Visual recording of I.he complete informed (',on`sent process will be
done.

9.     I  will  er^sure  that  comp]cte  C.ace  Report  F`orms`  (CRF)  provided  by  Biocad  will  be
completed promptly and accuratt.,1y within 5 workirig days after the visit occurs at site andI   '  `also eh;ure t.nat any tii]eries aiising will be resolvr.`d withiri 3 wt.king days.
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10. I will discuss with Biocad India Pvt. Ltd. any question of modification of the Study Plan
and obtain Biocad  India Pvt.  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 Biocad India Pvt.
Ltd.  and  as  needed  the  Ethics  Committee.  It  is  my  responsibility  to  inform  the  Ethics
Comhittee about any protocol alnendment or any significant change in the Investigational
Plan or Protocol that has been approved by Biocad India Pvt. Ltd., including the reason for
the change, and to obtain the Ethics' Committee's approval or favorable opinion regarding
the change.

1 1 .  I will report all adverse events to Biocad.

a.       I will promptlyreport:
•    Deviations from or changes to the protocol to eliminate immediate hazards

I   \1,       I,

b.

to the study subjects.
Changes  increasing the  risk to  subjects  and/or  affecting  significantly  the
conduct of the study.
All adverse drug reactions (ADRs) and Adverse Events (AEs) that is both
serious and unexpected.
New information that may affect adversely the safety of the subjects or the
conduct of the study.

All staff in contact with the subjeet should be aware of their responsibility to
note and report all adverse events reported by the Subjects / subjects
legally acceptable representative.

c.    The hvestigator or designate should assess the patient at each visit for
`    adverse event or serious adverse event that may have occurred since the

previous visit.

d. All serious adverse events (SAEs) should be reported to Biocad within 24 hours.

e.  The  immediate  reports  should  be  followed  promptly  by  detailed  written  reports
including the completed Adverse Event Forms.

f.       The  immediate  and  follow-up  reports  should  identify `subjects  by  unique  code
numbers assigned tb the study subjects rather than by the subjects' names, personal
identification numbers and/or addresses.

9.       Adverse events and/or laboratory abnormalities identified in the protocol as critical
to   safety  evaluations  should  be  reported  to  Biocad  according  to  the  reporting
requirements and within the time periods specified by Sponsor in the Protocol.

h.        I will  peisonally be responsible  for,  or I will  appoint a sub-investigator (who  has
signed  an  Investi§atbr Agreemerit and has  been added to  the  Institution's,  Biocad
India Pvt.  Ltd.  and the  Study Monitor's Investigator List) to be responsible for all
Study  related medical decisions.
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i.    I  agree  to  personally  conduct-  andi'or  supervise  the  clinical  +vial  at  my  site.a I  may
delegate some of the activities to the I,r.rdy staff, However all delegated activities will
be my responsibility.

12.    I  will  report  all  deviations  from  the  protocol  to  Biocad  India  Pvt.  Ltd.  and the  study
monitor.

13.  I  will  notify  Biocad  India  Pvt.  iLtd.,  immediately,  but  in  no  everLt  in  more  than  five
working days.,  about withdrawal of appi.oval  by the i.eviewing Ethics Committee of my
part of the C]iniczll Study.

14.  I  will  comply  with  any  request  by  Biocad  India  Pv{.  Ltd.  to  reinm `or  dispose'  off,
investigational  product  (IP)  upon  termination  or  completion  of  the  clinical  study.   I
understand  that 'Biocad  India  P`v.t.  Ltd.  is  required  by  law  to  discontinue  shipments  of
investigational  product  to  me  if I  fail  to  comply  with  the  Study  Protocol  or  with  any
applicable  laws  or  regulatory  requirements  applicable  to  the  investigation,  iiicluding
national gui delines.

15. I agree ro permit personnel from Biocad India Pvt. Lid. and/or the Study Monitor/auditor
to visit me and/or the Study Site to monitor my compjiance with the protocol and/9r audit
the  investigational  records.  To  facilitate' Biocad  India  Pvt.  Ltd.,  or the  Study  Monitor's
audit` I further agree to make records related to the Cliriical Study available for inspection
and copying.

16. I agree to maintaui.n co[ijidentiality regarding all information generated in the course of -his
Clinical Stud].I.    I further agree to ensure that the coiifidentiality of all information about
subjects  and tJie  information  supplied by  Sponsor  is  respected  by  all  persons,  with  the
limitations discussed above.

17. 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 lily part in the Clinical Study to the
Ethics Committee.

I agree to abide by this investigatc`r Agreemeiit

Investigator Signature:

Date Signed:  _

I agree to abide by this Investigator

Sub-Investigator Signatu re :

Date Signed:

Agreement. (If applicable)

-..,,!'c±Ji__
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Exhibit 8: Proposal 0udgetl

Budget and Pavment Terms
1.   All  payments  would  be  rude  only  upon  fulfilment  of responsibilities  by  the  PI  as

described in Exhibit A and the services provided by the PI as is described in the clinical
trial protocol including its amendments.

2.   Biocad India Pvt. Ltd. offers to pay the PI Rs. I,72,500 which will be paid per subject as
per Annexure  I  who  completes   full  study  (complete  all  study visits  and procedures  as
required by the protocol)
This payment is inclusive of all patient related cost as well as non-patient related cost such
as  all  Overhead  expenses,  completion  of case  report  forms,  audits,  administrative  costs
(e.g.  Internet,  telephone,  Fax,  Xerox,  prints  etc.),  Hoapitalization  and  infusion  changes,
pharmacy fees and lab costs for testing {for exanple CBC, Biochemistry, ECG, ECHO, as
per  protocol  requirement},   patient  travel   costs,   including  unscheduled  visits  as  per
protocol, study/site staff fees. (Subject to deductions as per point No.4 below):

*The payment will be made as per the visits completed by the patient

3.   For Screening Failure, Rs.  5000 will be paid to PI which includes institutional overhead
charges.

+##£t#£:°Lbeess¥£°=Eytido¥tl:#Lg¥ir#renpti%£#¥
approved by the sponsor.

^,    Below laboratory tests should be perfomed at the institution/local lfroratory.
B8rie` S.Can, ECG, CBC, ESR & Biochemistry

The  costs  for these  are  included  in the  budget  All  other protocol  specified  laboratory
exaninatious will be perfomed at sponsor identified central lal>.

Teus of Paunent:

:- ?  `   Payxpen]t `rtyl be made after verifying completed case report foms and completion
of   Resolution   of   Data   Clarification   Form/   Data   queries   raised   by   Data
Managemerfufor that respective visit. ,

In case the patient does not complete the milestone visits then the payment would
be made as per the earliest milestone visit.

` `.     Payment to the PI-on the above milestones will be made on monthly basis only by
a.crossed .A/C Payee Cheque in the favor of "Father Mu]ler Research Centre".

:  ` ,-,-,,   NP payment .shall be made in cash.

•      The  final  payment will  be  subject to  a fmal  reconciliation,  meaning  after (i)  all
subjects  have  completed  the  study,  and  the  database  has  locked,  (ii)  all  study
specific   queries   and   issues   (including   data   queries)   has   been   satisfactorily
resolved. (iii) The site close out visit has been completed (including the return of
all study drugs) and (iv) Study records have been received by sponsor.
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4.    The following deductions will be made, if app]ic'd.b]e:
•    Tax  deduction  at  source  for  all  payments  of fee  unless  a  valid  tax  exemption

cer [ificate i5 pro-vided by the irIvestiga{or/ institution.

•     Any  capita`  expenses  for  tile  site  incurred  by  Biocad  on  behalf of PI  will  be
deducted from the fee paya'ole to PI.

Clinic:ii Trial Agreemem-BCD-057-2
Father Mullet Mediciil College Hospital,•Rutmutv,VJEL\Sot,lQtes75001
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FOR BIOCAD INDIA PVT. LTD.

Vtr tT
QLJJ+

Mr Kfishnamurthv RaoManarim!DirectorBiocadIndiaPrivateLimited Principal I nvestieator Institute Head

Dr. Ramesh Bhat M Rev .Fr. Richard Aloysius Coelho

Seal: Seal Seal:REv.  in  RI€HMD  ALoysius  COELHO

_|F1      3rd.PhaseT      .*,t      F

-i`.L   Of   DERMATOLOGY,EFiEL`LOGYANDLEPFOS`.r.1uller'r.:.1f!dicalCollece

Director
Father Muller  Char-jtable lmstifutionsFrMUHerBoad,KankanadyMANGALOBE-575002*@#*GPA::gquaz,A€,3L"Lc",fi,!,.    ''.`",i''.,,I,J'|-5,.5   LJ,

Witness,giv Witness  \ Witnessj>
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CLINICAL TRIAL AGREEMENT

PROTOCOL CRL111735

This  Clinical  Trial  Agreement  (the  "Agreement")  is  effective  on  the  date  fully  executed  by  the

parties (the ``Effective Date") and entered into by and between

CLIANTHA RESEARCH LIMITED, a part of Cliantha Group, a company incorporated under the
Combanies Act,  1956  having  its  Registered  Office  at  Commerce  House  11,  Opp.  Pushpraj  Towers,
Near, Judges  Bungalows,  Bodakdev, Ahmedabad-380  054,  India (hereinafter referred to  as  ``CRO"
which  expression,  unless  repugnant  to  the  context  or  meaning  thereof shall  mean  and  include  its
affiliapes, employees, assignees, subsidiaries, nominees, agents and successors-in-interest)

ANI

Confidential

I

.rty      ,
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Dr. Ramesh Bhat M., Father Mutter Medical College & Hospital, Mangalore

` Dr.  Ramesh  Bhat  M.  whose  principal  place  of business  is  Father  Muller  Medical  College  &

Hospital, Father Muller Road , Kankanady , Mangalore 575002, Kamataka, India

qereinafter referred to  as the  "Principal Investigator"  which expression, unless repugnant to the
subject  or  context  therein,  shall  mean  and  include  his  legal  heirs,  administrators,  executors  and
assigns)

AND

Father Muller Charitable Institutions, Father Muller Road , Kankanady , Mangalore 575002,
Kamataka, India ¢ereinafter referred to as the "Institute" which expression, unless repugnant to
the subject or context therein, shall mean and include its authorized representative(s), adnrinistrators,
executors, assigns & successors-in-interest)

CRO,  Principal  Investigator  and  Institute  are  referred to  herein  individually  as  a "Party"  and
collectively as xparties".

Whereas, Morningside Healthcare Ltd, Morningside House, Unit C, Harcourt Way, Meridian
Business Pack, Leicester, LEl9 1WP, UK, Tel# +44116045950

(IIereinafter refined to  as the  "Sponsor") through its  Agent CRO  desires the  Institution to  study
Dng Address

and the Institution is willing to perform a clinical study of the Study Dnig (defined herein below); and

WREREAS,  the  Study  (defined  below)  is  of  mutual  interest  and  benefit  to  the  Sponsor,  CRO,
Institution and Principal Investigator and will further the investigational and research objectives of the
Institution and Principal Investigator;

WHEREAS,  the  Principal  Investigator  and  the  Institution  have  the  qualified  personnel  and  the
facilities equipped according to Good Clinical Practices (GCP) to undertake the Study (defined herein
below);

Now,  TIIEREFORE,  in  consideration  of the  promises  and  mutual  covenants  herein  contained,  the
Parties agree as follous:

1.            THE STUDY AND THE PROTOCOL
`~ ~-'-`'--~ ----- The-5tfirty-tor cliridiiny6inIThoapnat-e-I o  in-erg  i Berizdyl petoin-de T 5o `mtyg` -Gel  Oro-iningside

Healthcare Ltd, UK)  (the "Study Drug) shall be conducted, under the direction of the Principal
Investigator, in the treatment of patients ("Subjects") in accordance with this Agreement and
the protocol identified as Protocol ID No. CRL111735 and entitled "A Randemised, Double-blind,
Multicentre, Parallel-group, Active & Placebo Controlled, Three Arm Clinical Study to Compare the
Efficacy   and   Safrty   of  Clindamycin   Phosphate   10   mg/g   +   Benzoyl   Peroxide   50   mg/g   Gel
(Momingside   Healthcare   Ltd,   UK)   versus   DUAC®   Once   Daily   10   mg/g   +   50   mg/g   Gel
(GlaxosmithKline UK Limited) in Subjects with Aone Vulgaris." A copy of which is attached hereto
as Exhibit A (the "Protocol"), including any subsequent duly authorized amendments, and which is
hereby  incorporated  by  reference  (the  "Study").  The  Study  will  be  monitored  on  behalf of the
Sponsor by the CRO.

Institution's  obligation  to  conduct  the  Study  is  expressly  conditioned  upon  the  approval  of the
Protocol by an IEC/IRB that complies with the requirements of Drug Controller General of India and
Schedule  Y  and  applicable  regulatory requirements.  Sponsor,  Principal  Investigator  and  Institution
shall cooperate in preparing and filing the Protocol, Informed Consent Fom and other information
with the reviewing

Conifideridal

IEC (Institutional Ethics Committee) or IRB (Institutional Review Board).
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THE STUDY SCHEDULE

A.         Studv Initiatioli. All contractual and regulatory documentation must be received by
Sponsor and CRO before the initiation of the  Study.  The Principal Investigator shall
initiate the  Study at the earliest after receiving the applicable regulatory / IEC / IRB

approvals.

8.         Enrollment.   Principal   Investigator   will   enroll   atleast   40   to   50   (as   per   the
randomization schedule) and not more than 100 Subjects (as per the randonrization
schedule)   (the   "Site   Maximum)   for  the   duration  of  enrollment.   The   Principal
Investigator  shall  commence  enrollment  of the  Subjects  once  all  the  contractual  and
regulatory obligations have been met.  Enrollment of,  and payment for,  each Subject
over   the   Site\  Maximum   shall   require   prior   `witten   consent   of  the   Sponsor.
Notwithstanding the  foregoing,  the  Institution immediately  shall  cease  enrolling the
Subjects upon receipt of notice from the  Sponsor,  or the  Sponsor's designee, that,  in
the sole determination of the Sponsor:

z..           the complete study enrollment has been achieved; or

J.I..          the spensor has placed the study on hold, for any reason; or

z.z7.         the study has been placed on hold by the DCGl or applicable regulatory agency
for any reason.

C.         Studv Documentation. Case Report Foms ("CRFs)`must be satisfaoforily completed
maximum within three (3) days of each Subject visit. If any tests are to be performed
after the  Subject visit,  CRF  shall be  completed maximum within three  (3)  days  of
receipt of test results for each Subject, provided, however, that with respect to the last
Subject enrolled at the Site, CRF for such Subject must be completed within three (3)
days of such Subject's last visit to the Site. The Principal Investigator shall ensure the
accuracy, completeness, legibility and timeliness of the data reported to the Sponsor in
the  CRFs  and  in  all  required  reports.  Safcty  data  (Serious  Adverse  Event  Report
Forms) will be faxed / mailed to Sponsor and CRO within twenty four (24) hours of

® the Subjects visit and (ii) receipt of the test results at, or from which, such event was
reported,hoted'6rfe€i5chized.DalaClalfi6diin~Foiiiis``Qiidids|"DCFs')`i5itirfuTbeT
resolved within two (2) days of its receipt.

D.         Subiect samDles. All biological samples collected from the subjects shall be prepared
and   shipped  in  accordance  with  appropriate   reference   of  the   Protocol  /   Study
requirements / Study manuals.

E.         Studv comDletion. The Institution shall complete the enrollment of all the subjects
within the specified timeline given or infomed by the Sponsor/ CRO. The Institution
shall input all final CRF data and complete the final CRFs not later than three days
after the last Subject visit.

PAYMENT

A.         Budget and Pavment Schedule:  CRO shall on behalf of the Sponsor reimburse the
Institution all direct and indirect costs  incurred by the  Institution in accordance with
the  Budget  and  Payment  Schedule,  attached  hereto  as  Exhibit  8  and  incorporated

Confidential
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8.

cheque  payal)le  to  Payee  Name:   Father  Mu]ler  Research   Centre   a'AN  No:
AAATF0345D).  Payment  shall  be  made  within  thirty  (30)  days  after  CRO  has
received  invoice  from  the  Principal  Investigator.  In  addition,  CRO  shall  reimburse
directly the IEC / IRB for all costs associated with the Study.

Pavment of Costs  Outside Budget and Pavment Schedule. Payment for any costs
not specifically described in the Budget and Payment Schedule must be  approved in
advance in writing by the CRO's Project Manager.

C.         Pavment Terms. CRO shall have no obligation to make payments for any subject who
is  not  qualified  to  participate  in  the  protocol  based  on  the  inclusion  and  exclusion
criteria described in the protocol.  Queries pertaining to a subject's eligibility shall be
addressed to and resolved by the sponsor's clinical and/or medical monitor identified
in the protocol prior to entry of any such subject into the study.

The foregoing notwithstanding :

Upon submission of such documentation as may be requested, to the extent not already

paid by CRO, CRO will pay the actual cost of completed visits in accordance with the
Budget and Payment Schedule for the  Subjects who are dropped from the  Study or
withdraw from the St`rdy; provided, however, such costs were incurred at a time when,
in the good faith judgment of CRO, none of the Institution, its employees or agents, or
the Principal Investigator knew or could have reasonably determined that such Subject
was not or would not be an Eligible and Evalual]le Subject. "Eligible and Evaluable
Subjects"  are  defined  as  Subjects  who  have  satisfied  all  the  Protocol requirements,
including compliance with closing regimen and visit  schedule,  and are  eligible to  be
included   in  the   statistical   analysis   for  the   Study;   and   Institution   and   Principal
Investigator agree that all payments made under this Section are made solely for the

performance of activities relating to the Study and for no other purpose.

D. Pavment Recil)ient and Mailing Address. All cheques/online transfer shall be made

payable to the entity / person mentioned in the Clause 3A.

The mailing address for checks shall be:

Address:
Dr. Ramesh Bhat M.
Department of Dermatology Venereology and Leprosy,
Father Muller Medical College & Hospital,
Father Muller Road , Kankanady ,
Mangalore 575002, Karnataka, India
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The futher details for the payments should be provided as

Cheque in the favor of Father Mu]Ier Research Centre payable at Manga]ore

PAN Number AAATF0345D

Name of Bank Syndicate Bank

Branch Father Mu]]er Charitable Institution Branch, Mangalore

Account No. 02392160000136

Branch Code 0239

IFSC Code SYNB0000239

F.

Reimbursement.   Upon  completion  of  the   Study  or  earlier  temination  of  this
Agreement  as  provided  herein,  the  Institution  shall  reimburse  the  CRO  for  any
amounts that were paid by the  CRO to the Institution which exceed the amounts to
wwhich the  Principal  Investigator was  entitled for completed  Subject visits under the
Budget and Payment Schedule of this Agreement.

Pavments for Screen Failure: Sponsor will pay only INR 1000 only per Subject for
screen  failure.  The  maximum  ratio  for  screen  failure  Subjects  shall  be  5:1   i.e.
mmaximum     one     screen     failure     per     Five     randomized     Subjects.      Subject
ddiscontinued/withdrawn  after  screening  will  be   considered  as   screen  failure  and

payment for screen failure will be provided as per above mentioned statement.

G.        Pavment for Studv Coordinator:  PI will make sure payment to study coordinator /
involved study team to ensure that the Quality and deliveral>les of the Project are not
affected at any phase of the study.

OBLIGATIONS OF THE INSTITUTION AND THE PRINCIPALINVISTIGATOR     .  + _   _ _     +            _    _

A.         IEC/IRE   AI]I]roval.   The   Principal   Investigator   shall   be   responsible,   with   the
cooperation of the Institution and Sponsor, for obtaining approval from the IEC / IRB
of the Protocol and the  Subject's Informed Consent Form.  The Principal Investigator
shall provide the Sponsor or Sponsor's designee with written confirmation of the IEC /
IRB's approval prior to the treatment of Subjects. If the IEC/IRB withdraws approval
of the  Study, at any time, the Principal  Investigator shall be immediately notify the
Sponsor and/or CRO, providing a written explanation of the ciroumstances leading to
such withdrawal of approval, and the Principal Investigator shall cease the treatment of
all Subjects under the Study.

8.

Confidendal

Perfolmance of the Studv. The Principal Investigator shall conduct the Study solely
at  the  Institution.  Principal  Investigator  will  personally  conduct  or  supervise  the
investigation of the Study.  Principal Investigator will ensure that all persons assisting
in the performance of the  Study are infomed of their obligations with regard to the
Stu Principal Investigator agrees to report promptly,

CRL111735 Study
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of the Protocol. The Principal Investigator shall exercise due care in the conduet of the
Study,  and  represent  and  warrant  that  it  will  be  conducted  in  accordance  with  (i)

generally accepted standards of good clinical and research practice (including, without
limitation, the guidelines set forth by the International Conference on Harmonization,
if applicable); (ii) this Agreement; (iii) the Protocol; (iv) written instructions providedd
by the  Sponsor or Sponsor's  designee;  and (v)  all applicable local,  state  and federal
laws,  regulations,  and  policies  governing  the  performance  of clinical  investigations,
including, but not limited to  local regulatory requirements.  In the event of a conflict
between  any  requirements  in  (i)  thouch  (v)  above,  the  Principal  Investigator  shall
comply with the most stringent requirement. The Principal Investigator shall make no
changes to the Protocol,  except as agreed to and approved in writing by the Sponsor
and, where iequired, the IEC/IRB. Neither the Institution nor the Principal Investigator
shall subcontract any of its obligations or any portion of this Agreement to any other
individual or entity without the prior whtten consent of the Sponsor.

C.         Kev  Personnel.   The  Parties  acknowledge  that  the  participation  of  the  Principal
Investigator is essential to the successful performance and completion of the Study. If,
for  any  reason,   the   Principal   Investigator  withdraws   from  the   Study,   becomes
unavailable,   or   is   othenvise   unable   to   complete   his   responsibilities   under   this
Agreement,   the   Principal   Investigator   shall   immediately   notify   the   Sponsor   or
Sponsor's  designee  and  the  Sponsor or  Sponsor's  designee  shall  endeavor to  agree
upon  a  successor.  Absent  prompt  agreement  upon  a  successor,  the  Sponsor  may
terminate this Agreement as set forth in Clause 12(8) below.

D. SDousor Visits. The Sponsor' s representatives may conduct periodic visits, at mutually
acceptable  times  during  nomal  business  hours,  to:   (i)  inspect  and  examine  the
Institution's  facilities  at  which the  Study  is  being  conducted  or was  conducted;  (ii)
review the progress of the  Study (including without limitation all  source documents
and   data,   and   correspondence   involving   the   IEC/IRB   and   applicable   regulatory
agencies); (iii) inspect and copy, at Sponsor's expense, any or all written and electronic
data  and  work  product  relating  to  the  St`rdy;  and  (iv)  collect  financial  billing  and

_T_  economic _ outcomes .(including  expense _ reports) _provided  that+ collection.of  such
information  is  clearly  described  in  the  lnfomed  Consent  Form  and  appropriately
authorized  by  the  Subject  and  the  IEC/IRB.  The  Principal  Investigator  and  the
Institution  shall  cooperate  with  the  Sponsor  and  use  reasonable  efforts  to  promptly

provide all of the information requested by the Sponsor.

The Institution and the Principal Investigator shall also cooperate with the Sponsor and
with any regulatory agencies in the event of announced or unannounced monitoring,
audit  or  inspection  by  such  regulatory  agencies.  The  Institution  and  the  Principal
Investigator   shall   notify  the   Sponsor  by  telephone   of  the   intended   or  possible
inspection within twenty four (24) hours of becoming aware of it; in addition, notice
of the intended or possible inspection shall be sent to Sponsor within forty eight (48)
hours of the telaphonic notification.  If a written response is required, the Institution
and Principal  Investigator shall permit representatives  of the  Sponsor to review and
comlnent  on  such  response  prior  to  its  being  sent  to  the  regulatory  agencies.  The
Institution and Principal Investigator shall provide

Confidential -=----` CRL111735 Study
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E.

F.

Confidential

received in connection with, or as a result of such inspection within three (3) days of
its receipt.

Su,),)lies.

a.    The Sponsor or Sponsor's designee shall supply to the Principal Investigator, at no
charge, sufficient quantity of the Study Drug to conduct the Study, as well as the
materials, equipment and information which the Protocol specifies.  The Principal
Investigator  acknowledges  that  the  Study  Drug  is  experinental  in  nature,  and
therefore  shall  use  prudence  and  reasonable  care  in  the  use,  handling,  storage,
transportation,  disposition  and  contairment  of the  Study  Drug  and  any  of  its
derivatives. Within thilrty (30) days following the completion or termination of the
Study, all unused Study Drugs, devices and other materials that were furnished to
the Institution by or on behalf of Sponsor shall, at Sponsor's expense, be returned
to  Sponsor,  or  if Sponsor  so  directs  destroyed  in  accordance  with  instructions

provided by the Sponsor. The Sponsor shall solely own all rights, title and interest
in the  Study Drug,  including any materials  derived _there from and all  intellectual

property  richts  therein.  The  transfer  of physical  posse-ssion  of the  Study  Ding
hereunder,  and/or  the  possession  or  use  of the  Study  Drug  by  the  Principal
Investigator, shall neither constitute nor be construed as a sale, lease, or offer to sell
or lease the Study Drug or other transfer of title in or to the Study Drug. Further,
the Principal Investigator shall use the  Study Drug solely for the  conduct of the
Study  and  in  accordance  with  the  Protocol  unless  they  obtain  the  prior  written
authorization of the Sponsor.

b.   Any iustrunents, materials or other equipment supplied/provided by the CRO to
the  Principal  Investigator shall  be used  solely  for the  purpose  of conducting  the
Study  and  as  per  the  Protocol/  Study  requirements/  Study  manuals  under  the
Agreement.  Also,  any damage  caused to the equipment  supplied/provided by the
CRO under the said Agreement or any repairing cost incurred in order to maintain
the said equipment or repair the damage done while conducting the Study shall be
bone  solely by  the  Principal  Investigator  and  no  liability  of the  sane  shall  be

Placed upon-the CRO.~-  ~ L ----

Studv Records. Reports. and Data.

S*zcczi; Records.  The Principal Investigator and the Institution shall, in a timely
mnanner, prepare and maintain complete and accurate Study records as set forth
in  the  Protocol  and  as  may  otherwise  be  required  by  applicable  law,  rule,
regulation   and   good   clinical   practice   ("Study   Records").   The   Principal
Investigator shall make all Study Records, including, without limitation, source
documents, signed Informed Consents, laboratory data, Drug inventory records,
available to representatives of the Sponsor at the Sponsor's request. Except as
otherwise expressly provided for in the Protocol or elsewhere herein, all Study
Records  shall be retained by the Principal Investigator for a period of fifteen

(15) years  after the approval of the  Study Drug  for marketing or the  formaal
ddiscontinuation  of  the  clinical  development  of  the  Study  Dug  or  as  per
innstmction  given  by  CRO/  sponsor  for  the  same.  Thereafter,  prior  to  the

plicable) shall give
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ZV-

V.

the Sponsor not less than sixty (60)  days prior express written notice thereof,
and if the Sponsor requests in writing, the Principal Investigator shall transfer
the Study Records to the Sponsor at Sponsor's expense. Study Records shall in
no event be destroyed without Sponsor' s prior \whtten permission.

All the  source documents pertaining to  clinical conduet of the  study shall be
treated as  confidential.  All the  Study Records  shall be the  sole and exclusive

property of the Sponsor excluding the source data.

Ccrse  Jzezrorf  For#es.   The  Principal  Investigator  shall  complete  full  clinical
evaluations and original CRFs on each Subject in accordance with the Protocol.
The  Principal  Investigator  shall  ensure  the  accuracy,  completeness,  legibility
and`timeliness  of the  data  reported  to  the  Sponsor  in  the  CRFs  and  in  all
required  reports.  In  addition,  the  Principal  Investigator  shall  deliver  to  the
Sponsor or Sponsor's designee each completed CRF from monitoring visits as

provided for in Clause 2(C) of this Agreement.

4w2cfaJ jzez7orts.  The Principal Investigator shall  submit written summaries of
the  status  of the  Study  to  the  IEC  /  IRB  annually,  or  more  frequently,  if
requested by the IEC/IRB.

Fz.;Car/ Jzez7orts.  Upon completion of the  Study, the  Principal  Investigator will

provide a summary of the Study's outcome ("Final Report") to the IEC/IRB.
In addition, any Serious Adverse Events will be reported to the IEC/IRB.

In  case  the  Principal  Investigator  is  no  longer  associated  with  the  Institute.
Institute IIead or authorized desiquee will be responsible for maintenance and
retention of studv records.

G.        Rel]orting of serious Adverse Event. The Institution and principal Investigator shall
notify CRO/Sponsor of any  Serious Adverse Event encountered in the  Study within
twenty four (24) hours of awareness of it in accordance with the instructions set forth
in  the  Protocol.  Each  such  notice  shall  be  given  by  fax  /  mail,  whether  or  not
notification was initially given by telephone. The SAE reporting and follow up would
be as per the current local applicable regulatory

5.            CONFIDENTIALITY

A.         Confidential Infolmation. The term "Confidential Information" shall mean any and
all information, data or know-how, trade secrets whether written or oral, technical or
non-technical, as well as tangible materials including without limitation (i)  financial,
accounting, and business information, (ii) information relating to samples, compounds,

procedures,  Protocol,  the  Study  Drug  and  all  reports,  documents,  data  and  other
information generated  in  connection with the  Study or other  information which the
Institution or the Principal  Investigator receives,  directly or indirectly,  from  Sponsor
and/or CRO and (iii) any other data or information that is generated by the Institution
as  required  by  the  Protocol  and/or  this  Agreement,  including  Case  Report  Forms,
laboratory  data  and   Study  results,  but  not  including  the  medical  records  of  the
Institution.  Subject to  the provisions  of Clause

Confidential \'=- CRL111735  Study
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shall not disclose Confidential Information without prior written authorization from the
Disclosing Party for any purpose  other than those  specified  in this Agreement.  The
obligations of non-disclosure shall not apply to the following:

I..           Confidential  Infomation  that  is  already  in  the  public  domain  at  time  of
disclosure  or  becomes  publicly  available  through  no  fault  of the  Receiving
Party;

7'Z'''.

'V.

Confidential Information that is already known to or independently developed
by  the  Receiving  Party  as  shown by  its  prior whtten records,  provided that
Receiving  Party  infoms  the  Disclosing  Party  promptly  upon  the  Receiving
Party's  discovery  that  the  Confidential  Information  is  already  independently
known to the Receiving Party;

Confidential Information that lawfully and in good faith received from a third

party who did not derive it, directly or indirectly, from the Disclosing Party; and

Confidential   Information   required   to   be   disclosed   to   a   governmental   or
regulatory agency to the extent necessary for the required disclosure.

Disclosing  Party:   The  term  "Disclosing  Party"   shall  mean  the  party  disclosing
Confidential Information to other party.

Receiving   Party:   The   term  "Receiving   Party" ` shall   mean  the   party  receiving
Confidential Information from the other Party.

8.  Notwithstanding anything to the contrary in this Agreement, nothing herein shall (i)
prevent the Institution from disclosing to the DCGI or any other appropriate regulatory
agency  Confidential  Information  (including  Study  results)  that  indicates  that  the
administration or use of the Study Drug or device is associated with a serious risk of
ham to  the  Stojects,  provided that  Institution furnishes  at  least  fourteen  (14)  days
advance  written notice  to  the  Sponsor and  Sponsor fails  during  such time to  either
make  the  disclosure  requested  by  Institution  or  to  adequately  demonstrate  to  the
Institution  that  it  has  complied  with  all  applicable  disclosure  requirements,  or  (ii)

prevent institution  and/or_  Principal   Investigator_fro_in  infoming  the_.Subjects  Qr
potential Subjects of any adverse experiences or risks associated with the Study Drug
or device.

C.  Non-Disclosure and Non-Use. Except as otherwise expressly provided herein, for the
term of this Agreement, and for a period of five (5) years thereafter, the Parties sball
not  disclose  to  any  third  party  Confidential  Information  and  shall  not  use  for  any

purpose other than as expressly provided for herein any such Confidential Information,
without  the  express  written  consent  of the  Disclosing  Party.  Without  limiting  the
foregoing, the Parties shall disclose Confidential Information only to those employees
of the respective Party who require such Confidential Information for the purposes of
this Agreement and who are bound by an obligation of confidentiality and non-use no
less  stringent than set forth herein.  Upon disclosing Confidential lnfomation to any
employee,  the  employing  Party  shall  advise  them  of the  confidential  nature  of the
information, and shall require them to take all necessary and reasonable precautions to

prevent the unauthorized disclosure thereof.   In the event that the Parties are required

Confiiderdial

todlifenformation pursuant to  an order or req
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administrative agency,  or other governmental body, the  Parties,  as the case may be,
may disclose the Confidential IIrformation provided that the Receiving Party provides
the Disclosing Party with reasonable advance notice thereof to enable the Disclosing
Party to  seek an appropriate protective order or to prevent the disclosure.   In such a
situation, the Receiving Party shall provide reasonable assistance to the other Party to
obtain a protective order or to prevent disclosure.

D.  Medical   Confidentialitv.   Notwithstanding   any   of  the   foregoing,   Sponsor   shall
maintain the confidentiality of all medical records,  case history,  test reports,  fitness
data and charts to which it may have access in accordance with all applical]le federal,
state and local confidentiality laws  and regulations and its  corresponding regulations
issued  under  DCGI  or  other  applicable  regulations.  Sponsor  shall  not  use,  disclose,
maintain, store, or transmit any individually identifial)le Subject information except as

permitted by such laus

Protection. Without limiting the foregoing, the Parties shall maintain reasonable procedures to

prevent accidental or other loss of any Confidential Information of the Disclosing Party, and
shall use at least the same procedures and degree of care which each uses to protect its own
confidential  information,  but  in  no  case  less  than  reasonable  care.  In  the  event  of  loss,
disclosure  or  use  of  any  Confidential  Information  in  violation  of  this  Agreement,  the
Receiving Party shall immediately notify the Disclosing Party.  The Parties  shall prevent the
disclosure of medical records and private or personal information, whether confidential or not,
to the extent required by applicable laws or regulations.

7.            PUBLICATION

Subject to governing law, the  Sponsor shall have the  sole right to review,  use, publish,  and
disclose any data, information, or results developed or arising out of the Study as the Sponsor,
in its discretion, deems appropriate, including, without limitation, in submissious to the FDA
and other goverrmental agencies. If Principal Investigator wants to publish his part, the prior
written approval from Sponsor is required.

8.            OWNEIRSHIP OF MATEIRIALS. DATA. INVENTIONS. AND DISCOVERIES
~ T~ ` AT ~ Maltiials in~d Dais: The s'j6riiei-chaii foi6iyTo-wh~ all richt, title~in~d irijefEstiri"nd -to~  T ~

the  Study Dnig and any and all  information,  data or other materials delivered to the
Institution or the Principal Investigator by or on behalf of the Sponsor as well as any
derivatives,  progeny,   or  improvements   developed  therefrom,   and   all   intellectual

property rights therein.   Further, all data and work product arising out of or relating to
the  Study,  including,  without  limitation,  the  Study  Records,   CRFs,  reports,  and
specimens, and all intellectual property rights therein, shall be the sole property of the
Sponsor.    Accordingly,  the  Sponsor  shall  have,  in  its  sole  discretion,  the  right  to

publish, disclose, disseminate, and use, in whole or in part, the sane for any and all
purposes,  including,  without limitation,  in and for submissious to the  FDA or other
regulatory agencies.

8.

Confulential

Patents  and  Inventions.  All right,  title and interest in and to,  whether domestic or
foreign  any  inventions  or  discoveries  (collectively,  "Inventions")  first  conceived  of
and reduced to practice prior to the Effective Date of this Agreement by the Principal

otebooks,  or  other
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whtten  records,  the  know-how  incidental  thereto,  and  any  patent  applicafias  al
resultingpatentsderivedtherefromshallbetheexclusivepropertyofthatPart}-.

`CNewlnventionorDiscovery"shallmeananyinventionordiscoveryconcci`-ed

and  reduced  to  practice  during  and  as  a  part  of  Study  by  the  Principal
Investigator   or   any   faculty,   staff,   employees,   students   or   agents   of  the
Institution  or  the  Principal  Investigator,  or jointly  by  such  an  individul  or
individualswithoneormoreemployeesorcousultantsoftheSponsor.

New  Inventions   or  Discoveries   made  jointly  by  the   Institution,   Principal
Investigator,  or any of their respective agents with one or more  employees or
consultants  of the  Sponsor  that:    (a)  are  improvements  to,  new  uses  of,  or

(where`applicable) new dosages or dosage foms of the Study Drug or device
that  arise  from  the  perfomance  of the  research;  or  a)  occur  during  the
performance  of the  Study  and  are  based  upon  or  subject  to  the  claims  of
Sponsor'spatentablelnventionsshallbethesolepropertyofSponsor.

New Inventions or Discoveries arising out of the research perfomed under this
Agreement  solely  by  Institution,  Principal  Investigator,  and/or  any  of their
respective agents that is not covered by the provisions of Clause  7q3)(i.z.j.) (an
"InstitutionlnTention")shallbethesolepropertyoflnstitution(subjecttoany

agreement  between  the  Institution  and  Principal  hvestigator  regarding  the
ounership of inventions).

Institutionand/orthePrincipallnvestigatorshallpromptlynotifytheSponsora
full  written  description  of any  New  Inventions  or  Discoveries  described  in
either Clause  7@)(j.I.!.) or  7(B)(z.v)  of which they become  aware.  Sponsor shall
have a time-limited, first option to negotiate an exclusive, worldwide, royalty-
bearing license to any Institution Invention.  cry  such exclusive license  shall
include  a  reasonable  royalty  6ased  on  Sponsor's  and  Institution's  respective
contributions to Institution hvention and other terns that are typical in licenses
of similar technology.   Sponsor shall advise Institution in writing of its interest
in obtaining an exclusive license to
days of Sponsor's receipt of notice

C.

Confidential

'.i.'..

'V.

Institution Invention within
of Institution Invention.  If Sponsor fuls--t-o  -

sixty (60)

notify the Institution within sixty (60) days or provides notice th-at it elects not
toobtainanexclusivelicense,thenSpousor'soptionshallexpirewithrespectto
that particular hstitution Invention and Institution shall be free to dispose of its
interest  in  accordance  with  its  technology  transfer  policies.  If  Sponsor  and
Institution fall  to  reach  agreement on the  terms  for an  exclusive  license  of a

particular Institution Invention within four (4)  months  after  Sponsor provides
notice  that  it wishes  to  exercise  its  option,  then  for a period  of one  (I)  year
thereafter,  the  Institution  shall not offer to  license the Institution Invention to
any third party on materially better terms than those last offered to the Sponsor
without first offering such terns to Sponsor, in which case Sponsor shall have a

period of thirty (30) days to accept the offer.

NQ+Other  Rig±±s±  Except  as  expressly  set  forth  herein,  none  of the  Sponsor,  the
the  Institution  transfers

CRLl 11735 Study
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8.

relate   to   Principal   Investigator's   activities   under  this   Agreement,   the   Principal
Investigator shall n.otify the Sponsor immediately and the Sponsor shall have the richt
to terminate this Agreement immediately without further cost or liability.

Of the Sponsor. The Sponsor represents and warrants that (i) it has the legal authority
and right to enter into this Agreement, (ii) it has no obligation to any other party that is
in   conflict   with  the   Sponsor's   obligations   under  this   Agreement,   and   (iii)   this
Agreement has been duly executed and delivered by it and constitutes a valid, binding
obligation enforceable against it in accordance with its terms.

Sponsor represents and warrants to Institution and Principal Investigator the following:

(i) any Study I)rug or device administered or used in carrying out the Protocol has been
approved by the DCGI or FDA or by the other regulatory agencies if applicable for
investigational use; and (ii) Sponsor has at all times complied with and will continue to
comply   with   all   DCGI   or   FDA   and   comparable   foreign   rules,   regulations,
requirements, and guidelines regarding administration, manufacture, and production of
drugs and devices under regulatory control of the DCGI or FDA and/or comparable
foreign agencies in comection with any dng or device administered or used pursuant
to the Protocol.  In particular,  Sponsor shall comply with all DCGI or FDA reporting
rules that require it to infom Institution and/or Principal Investigator of any serious
and unexpected adverse experience associated with the Study Dug or device.

C.         No other ReDresentatious or warranties. Except for the limited representations and
warranties given in this Clause 8, none of the Sponsor, the Institution, or the Principal
Investigator makes or receives any representations or warranties,  express or implied,
statutory  or  otherwise,   and  each  expressly  disclains  any  implied  warranties  of
merchantability, fitness for a particular purpose, or non-infringement.

D. Of the Institution: Institution will ensure that the Principal Investigator remits to the
Sponsor  all  clinical  data,  including  without  limitation,  case  record  forms,  medical
reports and the information generated during the performance of the Study. Institution
will notify the Sponsor immediately if the Principal Investigator ceases to be employed
by or associated with the Institution.

10.         GOVIRNING LAW

This  Agreement  shall  be  governed  by  and  constmed  in  accordance  to  the  Laws  of India.
Disputes, if any, shall be afoitrated upon under the Arbitration and Conciliation Act,  1996 in
English language  and the venue  shall  be  Ahmedabad,  India.  It  is  expressly  agreed that the
arbitral  award  shall  be  final and binding upon both the Parties hereto.   However, the  final

jurisdiction shall lie with the couts of Ahmedabad, India. Each of the Parties hereby expressly
submits to the jurisdiction of the courts of Ahmedabad, India.

11.         INDEMNIFICATION

A.         SI]onsor Indemnification.  The  sponsor shall defend,  indemnify,  and hold hannless
the  Institution  and  its  trustees,  officers,  the  Principal  Investigator,  elnployees  and
agents (the "Institution Indemnities") from and ngalnst any lial]ility, loss, damage, or
expense (including reasonable attomeys' fees and expenses of litigation) incuned by or
imposed upon the Institution lndenmities or any one of them in connection with any
thin

Confiidential
party  claims,  suits,  actions,  demands,
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operation of this Agreement or otherwise, rights to any patent, copyright, trademark or
other intellectual property right of any kind.

9.            REPRESENTATIONS. WARRAI`ITIITS AND COVENANTS

A.         Of the princil)al Investigator. The principal Investigator represents and warrants that

(i)  he  has  the  legal  authority  and right  to  enter  into  this  Agreement;  (ii)  he  has  no
obligation to any third party that is in conflict with, or has the potential to conflict with,
its  obligations  under  this  Agreement;  (iii)  he  has  and  will  maintain  throughout  the
conduct of the  Study,  all training,  information,  licenses,  approvals  and certificatious
necessary for safely, adequately, and lawfully performing the Study;  (iv) he will not
enter into any agreement with any third party to directly or indirectly fund or support
the  Study without the  express witten consent of the  Sponsor (excluding laboratory
investigations, radiological investigations or any other requirement to  fulfill Protocol
criteria),  and  (v)  this  Agreement  has  been  duly  executed  and  delivered  by  it  and
constitutes  a valid,  binding  obligation  erforceable  against  it  in accordance  with  its
terms.

The  Principal  Investigator represents  and  warrants  that no  clinical  study  or trial  in
which he was involved was terminated for any reason prior to completion that was due,
in whole or in part, to the Principal Investigator's non-compliance with the applicable

protocol and/or safdy requirements of the study ctr any applicable local, state or federal
law. The Principal Investigator further represents and warrants that he has not received
any  written notice  from the  DCGI/FDA  or NIII  of any violation of any applicable
federal law relating to clinical studies that has not been disclosed to the Sponsor and
attached to this Agreement as an Exhibit hereto. For the purposes of the prior sentence,
`wiitten notice" shall include, but not be limited to, DCGI or FDA lists of Inapectional

Observations   (FDA  Form  483),  Notices  of  Adverse  Findings,   regulatory  letters,
warning   letters,   notices   of  intent  to   initiate   clinical   investigator  disqualification

proceedings under national regulations or under 21  C.F.R. 312.70 or 21  C.F.R. 812.119
or   any   similar   regulation   ("Notice   of   Intent   to   Disqualify").   The   Principal
Investigator further represents and warrants that he has never been disqualified from

--~`-`-` -`~~~`--receivihg investigati6fial drugs or medical devices-by-the-DCGI or FDA or NIII or any

other federal governmental body. In the event that any of the foregoing events in this

paragraph  occur  during  the  course  of  this  Study,  the  Principal  Investigator  shall
provide the  Sponsor with a full written explanation of the circumstances of such an
incident within ten (10) days of the occurrence of such an incident. If the Institution or
the  Principal  Investigator becomes  debaned  as  per the  national  or  local  regulations,
this  Agreement  will  immediately  terminate.  If the  Principal  Investigator  receives  a
notice  or  threat  of action  with  respect  to  its  debament  or  a  Notice  of Intent  to
Disqualify, the Sponsor shall have the right to terminate this Agreement immediately
without further cost or lial)ility. The Principal Investigator represents and warrants on
his own behalf that he has not used, in any capacity, the  services of any individual,
corporation, partnership, or association which has been debarred, and neither shall use,
in any capacity, the services of any individual, corporation, partnership, or association
which has been debarred. In the event that the Principal Investigator becomes aware of
the debament or threatened debament of any individual, corporation, partnership, or
associ

Confidendal
tion providing services to the Principal Investigator which
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8.

D.

E.

claims,  suitso  actions,  demands  or judgments  arise  from  or are  caused by the  Study
Ding and are not covered by insurance or serf-insurance as set forth in Clause  1 1  and

provided that the  Study is conducted in accordance with (i) this Agreement and the
Protocol;  (ii)  all  \witten instructions provided by the  Sponsor concerning the  Study;

(iii)  all  applicable  federal,  state,  or  local  laws,  rules,  regulations,  requirements,  and
policies; and (iv) the manner required of reasonable and pnrdent clinical investigators
and physicians; and such loss does not arise out of the negligent or reckless conduct or
omission or intentional misconduet or malfeasance of any Institution Indemnity, or any
other  person  on  the  Institution's  property  or  under  its  control,  exclusive  of  the
Sponsor's employees; and the Sponsor is notified within ten (10) working days of any
complaint,  claim,  or  injury  relating  to  any  loss  for  which  indemnification  and/or
defense  under this  Agreement  might  be  sought;  and  Principal  Investigator  and  the
Institution and its directors, officers, and employees fully cooperate with the Sponsor
and  its  legal  representatives  in  the  investigation  and  defense  of any  clain  or  suit
covered under this Agreement.

Institution   Indelnnification.   The   Institution   shall   defend,   indemnify,   and  hold
harmless   the   Sponsor   and   its   affiliates   and   their   respective   directors,   officers,
employees, agents, successors, and assigns ("Sponsor Indelnnities) from and against
any  and  all  third  party  lial]ility,  loss,  damage,  or  expense  (including  reasonable
attomeys'  fees and expenses of litigation) incuned by or imposed upon the  Sponsor
Indemnities  or  any  one  of them  in  connection  with  any  thnd  party  claims,  suits,
actions, demands, or judgments to the extent such clains,  suits, actions, demands, or

judgments  arise  out  of:  (i)  a  failure  to  conduct  the  Study  in  accordance  with  this
Agreement   and  the   Protocol,   all   whtten   instruetious   provided   by   the   Sponsor
concerning  the  Study,  all  applicable  federal,  state,  or  local  laws,  rules,  regulations,
requirements,  and  policies,  and  in  the  manner  required  of reasonable  and  pnrdent
clinical  investigators  and  physicians;  and  (ii)  the  negligent  or  reckless  conduct  or
omission or intentional misconduct or malfeasance of any Institutional Indemnity, or
any  other person on the  hstitution's property  or under its  control,  exclusive  of the
Sponsor' s employees.

Notification. The Parties shall promptly notify each other of any sueh claims,  suits,
actions, demands, or judgments and the Parties shall reasonably cooperate with each
other in the handling thereof.

Clailns. The indemnifying Party, at its own expense, shall have the exclusive right to
mlnanage  claims,  control investigation and litigation,  and select counsel,  including the
right  to  compromise  or  settle  any  clains,  actions,  suits,  demands,  or judgments,

pprovided that it shall not compromise or settle any such action with an admission of
lial]ility or wrongdoing by the indemnified Party without such Party' s written consent.

ReDresentation.  In  the  event  a  clain  or  action  is  or  may  be  asserted,  the  non-
indemnifying Party shall have the right to select and obtain representation by separate
legal  counsel.   If  the  non-indemnifying  Party  exercises   such  right,  all  costs  and
expenses  incurred by the  non-indemnifiring Party  for  such  separate  counsel  shall  be
fully borne by the non-indenrifying Party;  provided, that without the  Indemnif}ring

written consent, the non-indemnifying Party shall in

Confideridal CRL 1 1 1 73 5 Study
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or any settlement or agreement with, any person or party who is in any manner related
to  the  liabilities  for which  indemnification  may  be  sought  by  an non-indemnifying
Party Indemnity.                                                                                                         ,

F.          Subject   Iniurv.   Subject   shall  be   entitled  to   financial   compensation  as  well   as
reimbursement of reasonable and necessary medical expenses from the Sponsor in case
of subject  injury  or  death  during  clinical  trial  in  accordance  with  Rule  122DAB  of
Drugs and Cosmetics Rules,1945 as may be amended from time to time.

12.        INSUENCE

A.         SDousor Insurance. Sponsor shall maintain during the tern of this Agreonent and for
a period of One (1) year thereafter,  general lial]ility insurance (with produet lial]ility
endorsements) and professional clinical trial liability insurance coverage  sufficient to
meet its  indemnification obligations  in the  appropriate  amount  Sponsor will provide
evidence of its insurance upon request and will provide to the Institution, thirty (30)
days  prior  written  notice  of cancellation  of its  coverage.  Sponsor  furfuer  agrees  to
include Institution and Principal hvestigator as additional insured on such policy.

8.         IIistitution Insurance. Institution and principal Investigator shall maintain during the
term of this Agreement, general liability insurance and professional lial)ility insurance
coverage  sufficient to  meet  its  indemnification obligations  on appropriate  conditions
and  will  provide  to   Sponsor  and  CRO  thirty   (30)   days  prior  written  notice   of
cancellation of its coverage.

This Clause 11 shall survive termination of this Agreement.

13.         TERM AND TERMINATION

A.         |£!:E±. This Agreement shall begin on the Effective Date and shall remain in full force
and effect until the completion of the  Study and the submission of the Final Report

pursuant to  Clause  4(F)(iv),  above,  unless  earlier terminated in accordance with this
Agreement.

Termination

i.Eith-erparty`inay`teininalJthis-Arietin-6riiriLTEaial6ly``j56]n~witich~ritedcel6-the`
other if:

a.   the authorization and approval to perform the Study in India is withdrawn by
the DCGI and/or other applicable regulatory authority in India;

b.   animal, human and/or toxicological test results, in the opinion of either Sponsor
or Institution, support termination of the Study; or

c.    the  circumstances  require ternrination of Study in order to protect the  safety,
rights,  or welfare  of Subjects  enrolled in the  Study.  In the  alternative,  either
Party may immediately dis-enroll any Subject to protect that Subject's safety,
rights or welfare without terminating this Agreement, but shall promptly give
the other Party written notice of the dis-enrollment.

i.z..   This  Agreement  may  be  teminated  by  either party,  upon  thirty  (30)  days  prior
whtten notice, if either of the following conditions

Confidential CRL111735  Study Page 15 of 25
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7.'.'..

VZ.

a.   if either  Party  fails  to  comply  with the  terms  of this  Agreement  within
thirty (30) days of receipt of written notice, with opportunity to cure, from
the other Party; or

b.   if the Principal Investigator is unwilling or unable (for whatever reason) to
act as Principal Investigator and no mutually acceptable replacement has
been found in accordance with Clause 4C of this Agreement.

This Agreement may be teminated by either Party for any reason other than
those listed in Clause 12@) ixpon thirty (30) days prior written notice.

Upon the effective date of termination, there shall be an accounting conducted
by Institution,  subject to verification by Sponsor.  Within thirty (30) days after
receipt df adequate documentation there from,  Sponsor will  make payment to
Institution for.

a.    all   services   properly  rendered  and  monies  properly  expended  by  the
Institution until the date of termination not yet paid for; and

b.   Reasonable nonngancelable obligations properly incured for the  Study by
Institution prior to the effective date of temrination.

Immediately upon receipt of a notice of temination, the Principal Investigator
shall   stop   enrolling   Subjects   into   the   Snd}   and   shall   cease   conducting

procedures on Subjects already enrolled in the Study as directed by Sponsor, to
the extent medically permissible.

Immediate  Termination  bv  the  SDonsor.  The  Sponsor may  terminate  this
Agreement,  in whole or in part, effective immediately, upon written notice to
the Principal Investigator;  a)  if the  Sponsor,  in its  sole discretion,  deems that
the safety of the Subjeets will be compromised by a delay in termination; or b)
for  any  violation  of the  Study  Schedule  set  forth  in  Clause  2)  prior to  the
shipment of the Study Dnig to the Institution.

Confidential

vz.7..        Effect  of Temination.  In  the  event  this  Agreement  is  terminated  prior to
' --~ ---- completion  of the`Study,  for  any reason,+the -Principal hvestigator  shall  a)

notify the IRB that the Study has been terminated; b) cease enrolling Subjects
in the  Study;  c)  cease treating  Subjects under the Protocol  as directed by the
Sponsor to the extent medically permissible and appropriate, and d) terminate,
as  soon  as  practicable,  but  in  no  event  more  than  thirty  (30)  days  after the
effective  date  of termination,  all  other  Study  activities;  provided,  however,
upon the  Sponsor's request, the Institution and the Principal Investigator shall
continue to collect data and prepare and complete CRFs for Subjects treated in
the Study prior to temirmtion. Within ninety (90) days from the effective date
of any  such  termination,  the  Institution  and  the  Principal  Investigator  shall

provide  to   the   Sponsor  all   data  collected   in  connection  with  the   Study,
including, without limitation, Study reports and the Final Report described in
Clause 4(F), above, and, except as otherwise provided herein, shall return to the
Sponsor any  and all  materials  and Confidential  Information provided by the
Sponsor  for  the  conduct  of the  Study,  at  the  Sponsor's  expense,  provided,

i:€i..  ".-`  "`` Institution  may  retain

CRL111735 Study
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Information for record keeping purposes.  The  Sponsor shall remain lial]le for

payment for any CRFs submitted prior to the effective date of termination, or
within  nincty  (90)  days  thereafter,  in  compliance  with  the  terns  of  this
Agreement.

w.I.z..       Survival.  Termination of this  Agreement by  either Party  shall  not  affect the
rights and obligations of the Parties accn]ed prior to termination. All provisions
in this  Agreement which,  by their nature,  extend  beyond termination  of the
Agreement, together with the provisions of Clauses 4(F), 5, 6, 7, 9,  10,  11,and
12 shall survive any tennination of this Agreement for any reason.

14.         MISCELLANEOUS

A.         Use of Naines:I Publicity. Except as otherwise requind by applicable law, regulation
or court order, no Party to this Agreement will use the name or other identifying marks
of any other Party or its affiliates or its employees in any advertisement, press release,
or other public statement without prior written approval of the other Party; provided
however that Sponsor may identify the Institution as a participating clinical site and the
Principal  Investigator as  an investigator in a Study.  The Institution and the Principal
Investigator shall have the right to acknowledge the Sponsor's support of the research

perfomed   under  this   Agreement   in   scientific   publications   and   other   scientific
communicatious`   (any   such   publications   or   conmunicatious + +shall   be   made   in
accordance with Article  6).  Each of the Parties hereto  shall not disclose to any third

party the terms of this Agreement without the prior written consent of the other Party,
except to advisors, investors, and others on a need-to-know basis under circumstances
that reasonably  ensure the  confidentiality thereof,  or to  the  extent required by  law,
regulation or court order.

8.         Indei]endent contractors. The parties acknowledge that the relationship between the
Sponsor, CRO, Institution and Principal Investigator created by this Agreement is that
of independent contractors and that neither the Principal Investigator nor Institution or
CRO may create or assume any obligation on behalf of the Sponsor.

~  ,  C .--,  Limitation, of Liabilitv. In no event shall the Parties-beThle to each other-for any
special,   incidental,   or   consequential   damages   arising   out   of  or  relating  to   this
Agreement,  or the  subject matter hereof however caused and whether such claim is
based  in  contract,  tort  (including  negligence),  or  otherwise,  even  if an  authorized
representative of the Sponsor is advised of the possibility of such damages.

D.         Notices. Any notices required or permitted to be given hereunder shall be in writing,
shall be  addressed to the Party to  whom  such notice is intended as  follows,  or such
other address and/or number as such Party may substitute by \witten notice hereunder,
and shall be effective on receipt.

Any notice to the Sponsor shall be addressed as follows:
Address:            Morningside Healthcare Ltd

Morningside Hour
Unit C, Harcourt Way
Meridian Business Park
Leicester, LE19 lwp

Confideridal
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Any notice to Institution shall be addressed as follows:
Address                      Father Mul]er charitable Institutions
Attn.                            Rev J7r. Richard A]oysius coelho

Director

Any notice to Principal Investigator shall be addressed as follows:
Address          :            Deapartment of Dermatology venereology and Leprosy,

Father Muller Medical College & Hospital,
Father Muller Road , Kankanady ,
Mangalore 575002, Kamataka, India

Attn.                           Dr. Ramesh Bhat M.

Any notice to CRO shall be addressed as follows:
Cliantha Research Limited.
Commerce House H, Opp. Pushpapj Towers, Nr. Judges Bungalows,
Bodakdev, Ahmedabad -380 054, Gujarat, India
Attention     :       Dr. Dharmesh Domadia,

Associate Vice President - Global Clinical Operations
i91-79-66219 555 ®hone)
i91-79ut219 549 (fax)

Assignment.  This Agreement shall be binding upon and  inure to the benefit of the
Parties hereto, their respective successors, assigns, legal representatives and heirs. The
Sponsor may assign this Agreement to any successor to all or substantially all of the
business  of the  Sponsor,  or  in  connection  with  its  merger,  consolidation,  change  in
control or similar transaction. Except as otherwise set forth above, this Agreement may
not  otherwise  be  assigned  by  a  Party  (whether  voluntarily,  by  operation  of law  or
otherwise)  without  the  prior  written  consent  of the  other  Parties.  Any  purported
assignment of this Agreement in violation of this section shall be void.

Modification: Waiver. This Agreement may not be altered, aniended or modified in
any  way  except  in  wriing  sigried`b} the -spons6r,+ ire-`riifutioh `ind `the  Friricipal
Investigator. The failure of a Party to enforce any provision of the Agreement shall not
be  construed  to  be  a  waiver  of the  right  of  such  Party  to  thereafter  enforce  the

provision or any other provision or right.

G.         Entil+e Agreement.   This Agreement and its Exhibits constitute the entire agreement
between the  Parties with respect to the  subject matter hereof and  supersede  all prior
discussions,        negotiations,        communications,        understandings,        agreements,
representations and whtings with respect to all matters covered by the Agreelnent. In
any  conflict  between the  terms  of this  Agreement  and  the  documents  incorporated
hereili  the  terms  of  this  Agreement  shall  take  precedence   except  as  otherwise
specifically set forth in this Agreement.

H.         Severabilitv.  In the event that any provision of this Agreement is determined to be
illegal, invalid or unenforceable by a court of competent jurisdiction, the remainder of
this Agreement shall remain in full force and effect without said provision. The Parties

Confidential
n  declared  illegal,
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invalid or unerforceable, which shall most nearly approximate the original intent of the
Parties in entering this Agreement.

Execution.   The   lnstitution's   IRB   shall   be  the   authorized  representative   of  the
Institution to approve the Protocol and any amendments thereto. This Agreement may
be executed in one or more countexparts, all of which together shall constitute one and
the same agreement. This Agreement may be executed by facsimile signature.

Changes to the Protocol. If at a future date changes in the Protocol appear desirable,
such  changes  lnay  be  made  through  prior  written  agreement  between  Sponsor  and
Institution.  If such  changes  affect  the  cost  of the  Study,  Institution  will  submit  to
Sponsor a written estimate for approval. If in the course of performing this Agreement,
however,   generally  accepted   standards   of  clinical   research  and  medical  practice
relating to the safety of Subjects require a deviation from the Protocol, such standards
will  be  followed.  In  such  case,  the  Party  aware  of the  need  for  a  deviation  will
immediately inform the other of the facts causing such deviation as soon as the facts
are knoun to the Party.

Covenant Not to Hire. Sponsor shall not, and shall not permit any of its affiliates to,
employ  or offer to  employ  any Key Personnel  (as  defined  in this  Section)  until  one

year  following  termination  or  expiration  of this  Agreement,  unless  Institution,  or
Institution's  affiliate,  as  the  case  may  be,  gives  its  \witten  consent  thereto.    "Key
Personnel"   shall  mean  those   individuals   employed  by  Institution,   who  perfom
research related services for Institution or any of its affiliates, including, but not limited
to, persons serving as research coordinators and grant account managers.

Drug Safetv and ReDorting. The recording of adverse events (AEs) is an important
aaapect of the  Study documentation.  It is the Principal  Investigator's  responsibility to
document all AEs  according to the detailed guidelines of the Protocol.  The Principal
Investigator  agrees  to  answer  any  questions  of  SPONSOR  and/or  CRO's  Medical
Monitor  concerning  any  AEs  and  also  any  follow-up  queries  from  the  regulatory
authorities to  the  Sponsor.  According to  the  Protocol,  the  Principal  Investigator will
assess  at  each  visit  whether  any  adverse event  (AE)  including  abnormal  laboratory
values  has  occurred.  The  details  of  all  AEs,  whether  reported  by  the  Subject  or
observed by the Principal Investigator / Study personnel during the entire  Study, will
be  recorded  onto  the  appropriate  source  doculnent.   Each  adverse  event  must  be
recorded  in the  AE  section  of the  case  report  form  (CRF),  regardless  of the  causal
relationship.

The  Principal  Investigator  must  immediately  report  all  serious  adverse  events  (as
defined in Protocol), which occur during the course of the Study and up to the date of
the  Subject's  last visit,  to the addressee  given below.  The  SAE Report form will be
used for documentation and reporting.

Initial  and  follow  up  SAE  reports  are  to  be  faxed  /  Mail  the  Medical  Affairs
Department of CRO for onward transmission to SPONSOR:
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Nape:
Sdi Fax number:
Telephone numbers:
Cell number:
E-mail:

Dr. Ankesh Banwal
nor-79us2i-9541
nor-79us2i95OO
nor-9909019497
abamwal@,cliantha.in

If the  event  is  unexpected  and  fatal  or  life  threatening  and  is  considered  by  the
Principal  Investigator  possibly  related  to  the   Study  medication,  the  Drug  Safety
Department  of `CRO   shall  be  informed  immediately  by  telephone  and  followed
immediately by`-rigiv.M-ri].'-3  +      -

CRO  undertakes  to  notify  the  Principal  Investigator  and  SPONSOR  of all  serious
unexpected adverse events, which occur during the course of the Study in any other
location and are reported in an expedited manner to health authorities.  The Principal
Investigator will infom the local ethics committee of SAEs reportable according to its
national requirements  and timelines,  and of findings that could  adversely  affect the
Subject's safety, could have an impact on the conduct of the Study, or could alter the
ECs / IRB's approval to continue the Study.

CRO will be responsible to notify on time the health authorities in India.

IN WITNESS WHEREOF, the undersigned have entered into this Agreement as of the date first set
forth above.



Dr. Ramesh Bhat M., Father Mu]]er Medical College & Hospital. Manga!ore

INSTITUTE

Director

::rve:I:iRIchard Aloysius coemo        Fa'E:r#T¥u|g:,rA8Loho:i'.:a±!;n6|nft::t;°n8

BY   EXECUTING   THIS   DOCURENT   IN   TIIE   SPACE   PROVIDED   BELOW,   THE
PRINCIPAL INVESTIGATOR HHREBY ACKNOWLEDGES AND AGREES TO COMPLY
WITH TEE TERMS OF THIS AGREERENT AND THE APPLICABLE PROTOCOL, AS
AMENDED FROM Tmffl To Tnffl

PRINCIPAL INVESTIGATOR

Dr. Ramesh Bhat M.
Principal Investigato r

(Signature & Date)

£jEr:. i  .   C.f   ltr. !ip,; ++ roLOGY.
•v'i.NEF{EOLtJi}V   A!jo   LEPROSY

I     .Au!iL.r'.i  Medical  College
i+  h`Iir u!iacjy,   I.}angalare-575  002.

CLIANTHA RESEARCH LIMITED

(Signature & Date)

Dr. Dharmesh Domadia,
Associate Vice President - Global Clinical Operations

Confiderdial CRLl 11735 Study
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EXIIIBIT A:  PROTOCOL

Already shared previously

Dr. Ramesh BIlat M., Father Mul[er Medical Co][ege & Hospital, Manga]ore

Confiidendal

_i=--
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Dr.RameshBhatM.,FatherMullerMedicalCollege&Hospital,Mangatr-]t

EXHIBIT 8:  BUDGET AND PAYMENT SCHEDULE

Principal Investigator: Dr. Ramesh Bhat M.
Site Address                 :  Deapartment of Dematology venereology and Leprosy,

Father Muller Medical College & Hospital, Father Muller Road , Kankanady
Mangalore 575002, Karnataka, India

BUDGET:

CRL111735: Per Patient Grant

Investigator Grant (All amounts in INR)

Patient Visits PI Charges Lesion Study Patient travel Total GrantVisitviseperPatient

Photographs Coordinator compensation

Screening, Visit-1 2500 X 2000 500 5000

Baseline, Visit-2 1500 750 1000 500 3750

Week-2, Visit 3 1000 X
500

500 2000

Week 5, Visit 4 1000 X
500

500 2000

Week 8, Visit 5 1000 X
500 500 2000

Week 11, Visit 6 2000 75o
500

500 3750

Safety FU, Visit 7(EOS)-Telephonically
1000 X 500 X 1500

Total Grant 10000 1500 5500 3000 20'000

Total Per Patient (INR) 20'000

Institutional Overhead (2 0%) 4'000

Grand Total 24'000

Budget notes, i]ayment schedule, conditions Of payment and payment di_I_s±Sgxp±
Note  1 : Patient travel reimbursement with rna)¢imum cap Of INR 500 per visit based on actual patient travel
invoicesn]ill.

Note 2.. AE/SAE compensation and/or medical management as per Regulatory Requirement (During SAE
management cousultat charges if any, will be provided only f;or consultant who is not a part Of study team.
Consultant who is part of study team will not be reimbursed for extra visit/charges)
Note 3 : Screerfailure payment will be done on 5 : 1 basis i.e. marimum one screen failure per Five randomized
l}atient
Grand total is Exclusive Archiva] charges or any other charges
Study  Start-Up  cost  (Advance  Payment)  of INR 25,000/-  wi]]  be  provided  to  the  PI which  will  be
adjusted against first two invoices raised by PI as per the PI grant.

Confidential CRL111735  Study
=-i--;--i-I
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Dr. Ramesh Bhat M, Father Muller Medical Conege & Hospital, Mangalore

p.i`|IEr`IT SCHEDULE

Pa}ment Schedule for the total study Grant for patients is as follows:

Overau Per Patient Budget

Overall Per Patient Budget: INR 24,000.00/- inclusive of all applicable charges

The Payee designated above will receive all compensation paid to the Institution in connection with
the Investigator Agreement, if applicable. Payee will provide all applicable tax identification numbers
and, upon reasonable request, will provide or assist CRO with forms related to applicable taxes.

Payment Schedule for the other payments is as follows:

Study start-up cost (Advance payment) INR 25000/- oTwenty five thousand only)

The advance payment provided to the PI will be adjusted against first two invoices raised by PI as per
the PI orant.

Sponsor  will  pay  only  INR.  1000/-  amount  for  screen  failure  patients  as  per  Exhibit  A  of this
agreement with the  maximum ratio  of 5:1  i.e.  maximum  one  screen  failure per  Five  randomized

patients.  Any  Study  subject  who  has  been  eurolled  in  the  Study  but  does  not  meet  eligibility
requirein6nts (as set fi6in in the -Pro-t6col) may be withdrawn from study without any payments.  CRO
reserves the-right to withhold painent for any Study subject: (i) for whom a signed informed consent
forin  has  not  been  obtained  prior to  enrollment,  (ii)  for whom  reasonably  complete  Case  Report
Forms  have  not  been  obtained,  or  (iii)  for  whom  the  Protocol  bas  not  been  followed,  absent
reasonable explanation from Institution and/or Principal Investigator for the Protocol deviation(s).

Paym ent Adj ustments

If Institution's/ Principal  Investigator's  participation  is  terminated because no  Study  subjects  have
been enrolled, Institution/Principal Investigator will not be entitled to reimbursement or payment for
any administrative costs that were incurred prior to such termination, except to the extent such costs

_..`.._..`.ap_e`.se.tf.oth_sxpr_es_s.Iy_ipthis__In`vssegat_gIAgreen!gpt_._,

If, upon temination of this Investigator Agreement, CRO, on behalf of Sponsor, has prepaid funds
that    Institution/Principal    Investigator    has    not    earned    in    accordance    with    Exhibit    A,
Institution/Principal Investigator (or its designated payee) will return to CRO all such prepaid funds
within thirty (30) days after the effective date of termination.   Prepaid funds owed to CRO, if any,
will  be  returned pursuant  to  instructions  provided  by the  CRO  accountant  assigned to  administer

payments to the Payee.

In  the  event  this  Exhibit  A  sets  forth  a  maximum  number  of subjects  that  may  be  enrolled  b}-
Iustitution in the Study or a maximum payment amount to Payee pursuant to the Study, Sponsor at its
discretion may authorize increases in Study subj ects and/or payments.

In the event the Protocol is amended, compensation paid to the Payee may be adjusted to give effect
to the Protocol amendment.

During the course of the  Study,  Institution will have forty five (45)  days

payment to dispute
Confidential

any reasonable payment discrepancies.

CRLl 11735 Study
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Dr. Ramesh Bhat M., Father Muller Medical College & Hospital, Manga]9re

Invoices:

Send invoices to
Contact Person:
Address

Cliantha Research Ltd.
Devesh Verma
Cliantha   Research   Ltd„   Garden   View   Corporate   House   No.   08,
Opposite AUDA Garden, Bodakdev, Ahmedabad -3 80054, Gujarat

Failure to  include  Protocol number and Principal  Investigator's name on all  invoices may result in
delayed payment.

Final Pavnent

The  final payment will be made after the  closerout visit by the  CRO  CRA,  after all  CRFs for all
subjects have been received and accepted by a CRO project leader, and all data queries for Institution
hhavebeenresolvedsatisfactorily.

Budget notes, payment schedule, conditions of payment and payment directions

1.    All amounts above are in Indian Rupee (INR).

2.    The lab investigations at screening and end of study would be perfomed at central lal> (Cliantha

Research Ltd.,  Ahmedabad).  The  study site, payment (Investigator grant,  CRC  grant,  CT  Scan

charges, Miscellancous charges etc.) would be made visit wise (upon completion of visits at site

by the patient).

3.     Serious Adverse event related costs:  Costs relating to  SAE that arise due to  study participation

would be borne by the Sponsor on actual.

4.     Please note that approx. 20 % of the amount for one randomized patient only will be considered

as retention amount and will be paid at the end of study/ study close out; once all the study related

procedure and documentation would be over.

5.    All payments are subject to withholding tax under all applicable laws including GST

6.     GST will be deducted and applicable as per current government rules and regulations (i.e. on date
of invoice).

7.     GST  (as  applicable)  will  be  considered  on  total  grant  subject  to  availability  of  service  tax

registration  number  with  service  provider.  Service  tax  will  be  paid  and  applicable  to  service

provider, provided to reflect the service tax registration number on Invoice / Bills."

8.     In case recruitment is not initiated within a reasonable time period, unutilized amount (In keeping

with the payment head above) would have to be returned to Sponsor.

Confidential CRE111735  Study Page 25 of 25



Memorandum of Understanding
By And Between

FATHER MULLER CHARITABLE INSTITUTIONS, MANGALURU
And

TNDIAN CANCER SOCTEW, BENGALURU

This MOU is entered into on the 17th Day of December, 18 (hereafter the "Effective

Date') by and between:

Indian Cancer Society, Bengaluru, with its registered office at CA Site t,
Mahabodhi Meditation Centre, Siddapur Road, Jayanagar 1st Block, Bengaluru,

Karnataka 560011 (hereafter "ICS');
And
Father Muller Charitable Institutions at Kankanady, Mangalore 575002 (hereafter

FMCr)

who are referred to, collectively, as "Patties" or, individually, as "Party".

PREAMBLE:

WHEREAS FMCI and ICS, recognize the benefits to be derived from collaboration,

cooperation and mutual interaction for the development and promotion' of joint

activities to address issues of mutual interest, designed to foster and promote

collaboration in the fleld of cancer education, screening ahd detection.

NOW THE PARTIES HAVE AGREED AS HEREUNDER:

1) NATURE AND SCOPE OF JOINT ACTIVITIESI
The parties have agreed to undertake the following activities jointly:

a) Cancer education and awareness in general public

b) Screening & Detection of Oral, Breast and Cervical Cancer in rural setting.

c) Follow up on Cancer screened individuals.

Activities and responsibilities for undertaken under this MoU are listed in Annexure 1

and 2,

2) INTELLECTUALPROPERTY:
a) All material and information provided by either Pafi under this MOU

towards the activities envisaged shall remain the exclusive property of such

Party and the Other Pafi does not and shall not derive or be deemed to

have acquired any right, title or interest in the same.

Page 1 of 8
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3)

b) Each party to this MOU represents that it shall not infringe or cause to be

infringed any intellectual property rights of the other Patty including any

brand name, logo, trade name or those associated with any information or

material provided under this Mou and shall keep the same strictly

confidential.

PUBLICITY & MARKETING:

Both Parties agree to consult each other in case of any requirement for publicity

of the said project to the media or any other agency and to act diligently in the

best interest of the Project.

CONFIDENTIALITY:

a) Both parties shall treat as strictly confidential and prevent disclosure thereof,

of all Confidential Information exchanged pertaining to the Activities under

this MOU including, but not limited to, information related to any processes/

techniques, plans, formulations, products, testing, storage and other

methodologies and norms, services, trade secrets and other technical

knowledge and the fact and contents of and relating to this MOU between

FMCI and ICS ('Confldential Information'). Both parties shall not disclose or

use such Confidential Information for any other Pafi in any manner and

shall only use such information for the purposes of this MoU.

b) confidential Information does not include information which

(i) at the time of such disclosure was, or subsequently became, publicly

available (other than as a result of its disclosure by either Pafty, in

breach of this MOU);

(ii) at the time of such disclosure, was or subsequently became available

on a non-confidential basis from a third Party source provided that

such source was not subject to any duty of confidentiality in respect

thereof; or

(iii) has been independently acquired or developed by it without relying

on any information or material which is disclosed by or available from

the other parly or by breaching any of its obligations under this MOU.

TERMS OF MOU:
This MOU shall come into force from the Effective Date and shall remain in

force for a period of 5 years (60 months), from the Effective Date of the MoU.

The Term of the MOU may be mutually extended on terms mutually agreed to by

the Pafties.

TERMINATION:
a) On non-peformance of the obligations as specified in this MOU, either Pafi

shall be entitled to termin,ate this MOU for any such breach of the terms of

the MOU remains uncured for a period of 15 working days from the date of

4)

s)

6)
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7)

the notice to cure such breach. For the purpose of this clause, any breach of

the terms of the MOU shall be deemed to have taken place from the date of

the receipt of written intimation that a claim of breach has been raised.

b) Notwithstanding anything contrary stated hereinabove, both parties shall

have the right to terminate this MOU without assigning any reasons by

giving 30 days written notice to the Other Party.

FORCE MAJEURE:

a) Neither Pafi shall be liable for any failure or delay in performance under

this MOU to the extent the said failures or delays are proximately caused by

causes beyond that Pafi's reasonable control and occurring without its fault

or negligence, including, without limitation, performance failures of parties

outside the control of the contracting Party, Acts of God, War, Floods,

Earthquakes, Strike, Lockouts, Epidemics, Riots, Civil Disturbance among

others, provided that, force majeure will apply only if the failure to perform

could not be avoided by the exercise of due care by the Party invoking this

clause and such Party does everything reasonably possible to resume its

performance under this MOU.

b) A Party affected by an event of force majeure shall give the other Pafty

written notice, with full details as soon as possible and in any event not later

than fourteen calendar days of the occurrence of the cause relied upon. If
force majeure applies, dates by which peformance obligations are scheduled

to be met will be extended for a period of time equal to the time lost due to

any delay so caused. However, if the performance of the MOU'is delayed

beyond eight (B) weeks from the date of this MOU either Party may, at its

discretion, terminate this MOU.

GENERAL:

a) Severability:
If any provision of this MOU is found by any court of competent jurisdiction

to be invalid or unenforceable, the invalidity of such provision shall not affect

the other provisions of this MOU, and all provisions not affected by such

invalidity shall remain in full force and effect.

b) Waiver:
The waiver by either Pafty of a breach or default in any of the provisions of

this MOU by the other Pafi shall not be construed as a waiver of any

succeeding breach of the same or other provisions; nor shall any delay or

omission on the part of either Party to exercise or avail itself of any right,

power or privilege, operate as a waiver of any breach or default by the other

Party.

c) Relationship:
This MOU is being entered into on a principal-to principal basis.

Page 3 of 8
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d)

e)

Notices:

Any notice shall be given by way of registered post with Acknowledgment

Due at the address given in the description of the Parties' Email

communications shall not o. accepted as valid legal notices' The address

and other details of the Parties for the purpose of communication' unless

otherwise notified in writing, to the other Parties shall be as provided in this

MOU.

Binding Nature and Assignment

i.ThisMoUshallbebindinguponandinuresolelytothebenefitofthe
parties hereto and their successors and permitted assigns and nothing

in this MoU shall confer upon any other person or entity any legal or

equitableright,benefitorremedyofanynaturewhatsoeverunderor
by reason of this MoU, Neither Party shall have the power to assign or

transfer this MoU without the prior, written consent of the other Party'

ii.ThisMoUconstitutestheentireMoUbetweenthepartieshereto'
Therearenopriororcontemporaneous,oralorwritten,
representations, understandings or MOUs' which are not fully

exPressed in this MOU'

Amendment

No amendment, change order, waiver or discharge shall be valid unless it is

in writing and signed by an authorized representative of the P,afi against

whom such amendment, change order, waiver or discharge is sought to be

enforced.

Limitation of LiabiliW:

In no event shall eiler pafi be liable to the other party or any other entity

for any kind of losses including analyst profits, or for any indirect, special'

consequential or incidental damages arising out of this MoU, 'under any

cause of action, whether or not such party or its agents have been advised

of the PossibilitY of such damage'

h) Dispute Resolution

i. Any dispute or difference arising between the parties under this MoU

or the implementation of the obligation arising there from shall be

discussedmutuallyandresolvedwithinaperiodof30days.
ii. In the event that no such mutual settlement is reached, any and all

disputes arising out of or in relation to this Mou shall be subject to the

exclusive iurisdiction of the coutts at Bengaluru, Karnataka, to the

exclusion of all other courts'

s)
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i) Designated contact persons for parties to the MOU

All notices, communication under this MOU will be sent by Registered AD

and shall be addressed to:

IN WITNESS WHEREOF, the parties to this MOU, intending to be legally bound, have

duly executed this MOU to become effective as of the date first written above.

For Father Muller Charitable Institution

For FMCI:

For ICS:

Rev. Fr Richard Aloysius Coelho
Administrator

Father Muller Charitable Institution

REv t R $ cH 

UDr#, liJ::u:i:::,}1

'.??#[tils'n':i[iffie i

Rev. Fr Richard Aloysius Coelho

Administrator
Father Muller Charitable Institution,
Kankanady, Mangaluru 575 002

Mr. Vijay Sharma,

Honorary Secretary

Indian Cancer Society

Honorary Secretary

Indian Cancer Society
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ANNEXURE 1

Name of Project: cancer screening & Awareness camps in and around Mangalore.

Project Objective:
1' Early diagnosis of certain types of cancer & follow-up with probable cases to initiatemedical treatment,

2. To reduce the incidence of cancer disease through awareness sessions.

Project Activities and Responsibilities:

Other than the above, bot
respect to the above activities.

I
I 

^

\\PPG%
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Reinrbursement will be done by ICS to FMCI at the following rates:

A. Investigations:

Sl No Investiqation Cost in Rupees

1. PAP Smear
No reimbursement will be made, as under the
agreement the PAP smear Kit will be provided by
ICS and the procedure will be carried out by
personnel from FMCI.

Mamoqram
Sinqle breast 600
Both breasts 900

3. Bioosv 210
4. FNAC 330
5. Cytoloqy 120

ANNEXURE 2

Treatment for individuals screened in ICS camps and diagnosed with cancer:

a. FMCI will utilize the insurance schemes under which the patient is covered for
expenses incurred during treatment.

b. If the patient is not covered by any insurance scheme and is unable to meet
the costs of treatment, by any other means, FMCI will send the Application for
treatment, along with required supporting document to ICS.

i

c. ICS would review each application and, provide financial support up to 2
patients in a quarter, to a maximum of Rs 25,000 per patient, to meet the
initial cost of treatment, subject to the satisfaction of certain criteria and the
discretion of the ICS management.

It is understood by both Pafties that it is not mandatory for ICS to provide such
financial support.

Qualifying Criteria for Funding of Initial Treatment:

. Only those patients whose current family income does not exceed Rs.2,00,000
per annum would be considered eligible for aid.

. The patient must undergo treatment only at the empanelled hospital from
which the application is received.

. The patient must be registered as a general ward patient (not private or semi-
private).



o To be eligible for initial treatment funding, young patients (below age of 18
years) need to have a projected five-year suruival of 70o/o or more.

. To be eligible for initial treatment funding, adult patients (18 years or above)
need to have a projected five-year survival of 50o/o or more.

The funds would be disbursed for initial treatment only.

ICS would have the right to audit the records of FMCI to the extent necessary, to
ensure proper utilization of the funds disbursed by ICS

Ige
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Llnits : Father l\tluller Meclical College & Allied Health Sciences. Father Muller Homoeopathic

Medical College, Father Muller College of Nursing. Father lvluller School of Nursing,

Father Muller College of Speech & Hearing, Father Muller Medical Clollege Hospital.

Father h,luller Homoeopathic Medical College Hospital, Father Ltluller Simulation & Skill
Centre, Father Muller Hospital-Thurnbay, St Joseph Leprosy Hospital, Homoeopathic

Pharmaceutical Division, Rehabilitation Unit, De-addiction Centre. Father Murller

Convention Centre and Father Mr-rller Indoor Stadium.

'tcl *824-2238U*{)

Fax : 081;i-243{tb$1
r6-fa Email : nruiler.@)fathennuller.in

IWIHX%A lVelrsite : wn,vr. lathermuller.edu.in
{d,lw#}
ffi#,

ESTD 1880

GENERAL MEMORANDUM OF UNDERSTANDING (MOU) FOR

ACADEMIC AND RESEARCH COOPERATION

BETWEEN

FATHER MULLER CHARITABLE INSTITUTIONS, MANGALORE

AND

ST JOSEPH ENGINEERING COLLEGE, VAMANJOOR, MANGALORE.

Father Muller Charitable lnstitutions (FMCI), Kankanady, Mangalore and St Joseph

Engineering College, Mangalore, establish this General Agreement to foster mutual co-

operation in education and research.

Both partie$ agree to encourage the following activities to promote academic co-operation

and exchange of domain knowledge;

a) Exchange of materials in education and research, publications and academic

information;

b) Facility to the research scholars to exchange data, ideas and knowledge;

' c) Joint research and meeting for education and research;

d) Technical assistance;



!.

2.

3.

4.

5.

6.

7.

8.

Both parties shall discuss the issues concerned to the satisfaction of each party and

enter into specific activity agreements based on mutually agreed objectives and

outcomes of the relationship.

This General Agreement shall be applicable to educational and research organizations

attached to each party.

This Agreement constitutes the entire agreement between the parties and all prior

discussions, agreements and understandings, whether verbal or writing are assumed to

be merged in this agreement.

This is not considered to be a contract creating legal and financial relationship between

the parties. Rather, it is designed to facilitate and develop a genuine and mutually

beneficial exchange process/ research relationship and so forth.

This General Agreement shall become effective as on the date of signature of both

parties. The Agreement may be amended by the written consent of the parties.

This Agreement should be reviewed at the end of five years to evaluate the progress

and the quality of the mutual cooperation. The Agreement may be extended upon the

written consent of both parties. lf the agreement is not renewed by mutual consent, the

Agreement will conclude at the end of the specific time period, or after activities in

progress have concluded.

This Agreement may be terminated by either party with a minimum of 30 days written

notice. However, activities in progress at the time of termination of this agreement shall

be permitted tcl conclude as planned unless otherwise agreed.

Both institutions subscribe to a policy of equal opportunity and do not discriminate on

the basis of race, color, gender, age, caste, creed, ethnicity, region, religion or

nationality and on similar issues.

All disputes or difference arising between the parties as to the affect, validity or

interpretation of this MoU or as to their rights, duties or liabilities shall be resolved by

mutual discussion between representatives of St Joseph Engineering College and Father

Muller Charitable lnstitutions.

Neither St Joseph Engineering College, nor Father Muller Charitable lnstitutions will be

held responsible for any liability to the other party, and neither party shall be required

to purchase any insurance against loss or damage to any property due to activities to

which agreement relates.

Each party shall designate a person or office to serve as liaison for irnplementing this

agreement. For Father Muller Charitable lnstitution, Kankanady Mangalore, the contact

person will be Dr D V Muralidhara, Chief Research Officer. For 5t Joseph Engineering

College, contact person will be Dr Dayakshini, Head of the Department of Electronics

and Communication Engineering.

9.

10.



tt. All collaborations will have its own agreement/contract which addresses issues such as

publications, lPR, funding pattern, disclosure of information etc., This has to be based on

the mutual discussion and agreement finalized bythe concerned people involved in it.

Signatories:

For

Father Muller Charitable lnstitutions

Kankanady, Mangalore

Rev. Fr Richard Aloysius Coelho

Director

Date: l(^o L- JoLL.

Witn"rrS, --
Dr Jayaprakash Alva

Dean:

Date: "8P ' A-' tt'

For

St Joseph Engineering College,

Vamanjoor, Mangalore

Rev. Fr Wilfred

Director

h D'Souza

Date: l+ rl t)

Dr Rio D'Souza

Principal:

Date: t f(ull

@rffi
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MEMORANDUM OF UNDERSTANDING
BETWEEN

Swami Vivekananda Yoga Anusandhana Samsthana (S-WASA),
Bengaluru

AND
Father Muller Research Center,

Unit of Father Muller Charitable Institutions, Mangalore
(Constituent Colleges x Father Muller Medical College.

Father Muller Homeopathic Medical College.
Father Muller College of Nursing. Father Muller College of Allied Health Sciences.

Father Muller of College of Speech and Hearing)

FOR COOPERATION IN THE FIELD OF RESEARCH & EDUCATION

This Memorandum of Understanding is made on this Ogth of Januaryr ZOLS

PREAMBLE

Swami Vivekananda Yoga Anusandhana Samsthana (S-WASA), located at
Bangalore, India is a Deemed to be University recognized by the
Ministry of Human Resource Development, Govt. of India. It offers
Bachelors, Masters, Post-graduate programs, and Doctoral Programs in the
field of Yoga. The S-VYASA University is a pioneer in the field of Yoga
Research and Education.

The Father Muller Research Center(FMRC), located in Mangalore ,DK
District, Karnataka is an interdisciplinary research laboratory of all the
constituent Medical Institutions run by the Father Muller Charitable
Institution devoted to research and education.

SCOPE OF AGREEMENT

This MoU is signed between Swami Vivekananda Yoga Anusandhana
Samsthana and Father Muller Research Center for the purpose of Research
and Education in the field of Yoga.

REV. FB RICHARO

ur uu.,"i i'7 i t ;,1 f^ LX:'I[Y ^'
Director

F athe r I'l1 ut t el 
; ;9i;K:l [Xt"ro,

COELHO

t' $ll\tirie'szsooa



Objectives of MoU

,/ Both the parties mutually intend to conduct high quality research
projects and publish in high impact journals

,/ To combine the best of the technology with the best of the traditional
wisdom to innovate new tools for health and wellness

,/ To conduct and support joint workshops and seminars to
disseminate usefulness of Technology in Traditional medicine

Areas of Cooperation

,/ Collaborative research projects on Yoga
/ Developing health screening tools, particularly tools which may use

alternative medicine diagnostic methods
/ Participating in community health projects including health camps

disease screening, field runs and health education
./ Developing wearable sensors / measurement tools to assess Yoga

and Meditation
/ Conducting workshops and seminars related to the topic of

technology and alternative medicine
/ Faculty exchange programs, to the extent possible within existing

programs at each institution

Terms of Agreement

This memorandum is effective immediately upon its signature by the
parties. Progress in achieving the objectives referred to herein will be
reviewed periodically as mutually agreed and the memorandum may be
amended at any time by mutual consent. Both parties reserve the right to
terminate this memorandum by either party with one month written notice
given to the other party.

Confidentiality

Neither pafty shall, at any time disclose to any third party any confidential
information of the other party which is acquired in the course of activities
under this Memorandum, a collaborative project, without the prior written
consent of the other party. The confidential obligations herein will not apply
to information in the public domain; information in the possession of the
receiving pafty prior to the disclosure of the information; information which
is independently developed by the receiving partyi information required
to be released by law; or information which is rightfully received by
the receiving party from third parties without any breach of confidentiality

REV. FR RICHARD AL COELHO
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Intellectudl Property

Joint Invention$: Inventions made jointly by employees and/or students
of S-wASA with employees and/or students of FMRC, and make use of
data produced from the collaborative work, shall be jointly owned by S-
VYASA and FMRC. S-WASA and FMRC also agree to notify each other
after an invention disclosure is received by either organization's
technology licensing office.

S-VYASA Inventions: Title to any invention conceived or first
reduced to practice solely by employees of S-VYASA apaft from the
collaborative work, or prior to the start of the collaborative work,
shall remain with S-WASA.

FMRC Inventions: Title to any invention conceived or first reduced to
practice solely by employees of FMRC apart from the collaborative work, or
prior to the start of the collaborative work, shall remain with FMRC.

Ethics Approvals

It is the responsibility of the investigators from each site to obtain
necessary approvals for conducting this study and to ensure compliance
with national and global guidelines on biomedical ethics. Each investigator
is responsible for any litigation that arises from data collection at their site.

Publications

Parties agree that any publication or conference presentation that makes
use of the results and data produced from the collaborative work
between FMRC and S-VYASA shall be mutually approved by both
parties, and the principal investigators from both parties shall be invited to
be co-authors of the publication or presentation. Each investigator
has the right to decline the invitation to be a co-author. Both parties
acknowledge that it may be necessary to delay publication in order to
identify patentable subject matter and allow time for patents to be filed.

Validity and Termination

,/ Memorandum will enter in to force on the date of signing./ Memorandum is valid for the period of five years
'/ Parties may terminate this MoU at any time by written notice to the

other pafty not later than one month.

REV. FR RICHARD ALOYS
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Signature:

For S-VYASA

'*A
idhi K Parthasarathi,

istrar,
Swami Vivekananda Yoga
Anusandhana Samsthana,
(S-VYASA), Bengaluru, India

Dr. Manjunath N K,
Director-R & D and
Internationa I Affa i rs,
Swami Vivekananda Yoga
Anusandhana Samsthana,
(S-VYASA), Bengaluru, India

For FMRC/FMCI

Signature:

d Aloysius Coelho,
Director,
Father Muller Charitable Institutions,
Father Muller Road, Kankanady,
( FM RC), * u 

"n{g,[l{,c$t$ffi
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, L),;2,
Dr B. SSnjeev Rai,
Chief of Research,
Father Muller Charitable Institutions,
Father Muller Road, Kankanady,
(FMRC), Mangaluru, India
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THIS MTMORANDUM
201 *

OF UNUER$TANDING is rnade this 24ti clay of May

BETWEEN

ffiIxff:"ffi of 'raran $F ? Rancrar sxs16n6 purra, {2610, Jenjarom, $erangor

ANi)

FATHTN MULTER RE$EARCH.. CENTER, UNIT OF FATHTR MULLTA
[#fim-,:r rNsnrufloNs, 

-n.i "rr,rrrru, 
noai, rq*nknnuov, uangarore * srs002,

WHEREAS

{A) The Parties h*reto, recognrsirrg the benefits of establishing international links, wish tostrengthen the ties betw*en* their respective"liliitulions by enlering into thisMemoranejLrm of Uneler$tanding {,MOU,,}

NOW IT IS HHNTBY AGREED

1' The plrrpo$e of this Mou is to rlevelop co-operation ancr prnmote mutuar
Hf'ilffit;frl[Iffifff:: rn practice'basnc{ edui,ation res*ar*r, u,",J r,nuwreelse

2. ln lurlherance of lhis purpo$e the Parties figres to clevelop lh* fnllowing aciivrties incollaboration ur areas of mutual acacjemic interesl.

21 [xchanges of academic ancl aclministrative staff arrd mulual visits to pur$uaresearch and to lecture,
2 2 fxchanges of *ludents and/*r siLrriy ai:road prcgrfiffifies ancJ cthersnhancemsnts t* the sluc1ent erpune,rr*,"t'3 lcJentilyrrrg opportr-rnrties for' conJucting rnllaborative resear*h anddevelopment;
2'4 ldentifyrng opportunities for cilndLrcring reclures ancl seminars and organrsingsymposia anrJ conferences,
2 5 [x*harrses nf academic rnfornration and materiars. and?.6 Frornoting coilahoration rn iierds of mutuar int*r**t

3 The dev*fopment and irnplernentati*n af specific activities developed under this MotJwill he the *ubject of f*rnral wrttten *gr**,u*uii negotieted and entered intoseparately' which wili deal with the financia"i*"*ng;nr*nts, crnfidentiality, ownership
il$"j}f-r$,intellectLral 

propedv publicnti*n *t 
-iricres 

or orher work and other

4 lt is *n$ersloacl.th*t the tniplementatio, of arry or ths typss of ca-op*ratrCIn stated in
F*ffi:-:'Xi*?end upon (he availai",trty of resoL,rcJs and financial *upporr of rhe

5 Parlics acknowleclge the n**d to promute the prograrlme ;lncj activities pur$Lrant to

ili#?HJT-K*b, 
at;re* to use pronrr:tionat rriateriais rhat have **ii *pprru*,r



10

lt

7.

Prof
Vice

ak Bin Abdul Razak
Chanc*llor

$ignecl for and *n b*lratf of FATI{ER
FATI-iER MULLTH CHARITABLE

MULLHR RE$EARCH CENTER,
IN$TITUTION$, INDIA r:Y

B*th Parlres i;{}rB* thfit 6taff ;lnd student* r:f tlrther rn*titutinn *ngelgeri in activities
lrnrJer ihis fuICU xhall carry uut ihe** actrvitir*s rr: *ccr:rclanc* wrth the laws and
r*gLllations of their respeclive c*unlries aft*r fr-ril $*rrsullatioli an* appraval

The Par"ties hereby asres that any d*cuments or mat*rials supplied pur$uant to this
MOU shall be treateej as Confielential lnformatipn anel both Parties hereby agree 1o
ensure the confid*ntiality of such Ceinfidentinl lnforn,ation is msintained at at'i tirnes
for the driration of this MOU or for the duration staterl in any fornral agreenrent which
nray be enler*d into by the Parties

This MfiU rnay onty b* arrtencled by a written *51rsem*nt srgneel by a cluly ar"rthorised
reprex*ntative of each Parly

This MOU shall commence of the <late of its execr-rtion by the last Parly to srgn and
shall rer"nain in force ftir a period of five ysars fiach Party slrali review the stitus of
the MOU at least six month$ before the end of tho five-y*ar period lo deterrnine
wh*ther il lvinhes tile Ir,4OU lo c*nlinue anci, if sr: whether any n:ociificatinn* ;:re
reqrltr*cl. The peilocl *l valiriity r:f tlrrs fu'l0t*: nray *rriy b* *xt*nrJed by lh* nrr:tuai
wrrtten con*enl r:f br:th Farli*s.

fither Party may terminate this MOU by giving six nr*nths' notice in writing tq: the
othsr The lermination of tltis MCIU shall not affect th* rmplernentaliein of any-specific
activities establisheel under it prior to such terrrination.

lN WITNE$$ wherecf this Agr*emnnt has been sxecuted the day ancl year first above*
written

Signed ft:r anri orr behalf CIf MAlt$A Uf{IVEHSIT SIA by

Irlothing in this MilU shall tre construed as cr*ating any legal r*lation*hips bctween
lhe Parties. This MOU is a statement of interrt t* foster genuine and nrutually
beneficial cclllaboration

{"\",1 \

,. ..-,,...t:,.....\

rar*'nrlrsd

UNIT OF

Director

,4eit$$#\
l$q -/ \ {-\
.Sl *r*un \B
& lur*rsrr${srrv I -t

S*@

Aloysius C*ellrn
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0
(Zero)
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MEN&ORANDUN4 oF {J}{DEnsTAl\DlI{G (MOU) ilIlT\\iEIlI{

[{EAL.tr,{d AND FA},{lrv rvBl-TjAR; socui,li (R) (i]Ll1\D.{rlss

Dw [sr oN) dND rjar ii ri,m. h4U LLtrR?n nl+l'r nuLE I]i s' l' tTur Io ri s

X" t'n-canrlilc :

1.1. WI-llrREAS the \Jnion Czibinet

Corrtrol of Bllndne'ss' hereatiet

States o1. the Cottlttry duriirg the

DISI.RICT
cgNTll.ol,

has approvecl continr-ia''ion of National Ptogr:am fbr:
'r"f.tiJa 

to as NPCB, fo" in-iplc'ntentation iu all thc

l1'1'l'iatt (2007-2()1'f f tt tr? I c n\-{l-:' .::r l
----1 ---

,i,;-ti.i.. i ,rr ,l
i ;,lillrl'rlrrillt ('llliirl;11;l1i lrtiiil'!il"r

irli i\'11ll,.l.lr.il li() \i)
!;talulory Alerl:

iv.rrl. ))'J , lir, v ^,r.,1. a. 1.1( rS i I .,/a d
2l llrr: o,r,r. arl Checl(ir..l lt)e lc0iiir)a.jV,., or llro irsers Oi lhe CrrfltliLala
3. lrr r:rsat r,l r rv -li.rtiel,rrtc\r,)1,,;t:irtr[1()il;r i]rr: f)rr:rri_rr:l:It /\ilili0tll\r.



r.2. *HEREAS the cabinet has arso agr.eed to follow the strategies of "vision 2020 : Thc Right

to Sight,, in NPCB aS per Plarr of Actiorr cleveloped for tire coutrtry'

l.3.WHE,REASNPCBaitrrstoreduceprevaienceofblirrdrressbyimplementirrgvarious
activities througir state ancl Districi Blinclness control Societies establishecl i* all the

districts of the countrY;

1.4. Whereas the NPCB seeks to involve eye care facilities in Govern,reut' Non-Government

and Private sectors having "upu"ity 
to perform various activities uncler National

Proglatnme for Control of Blindness;

1,5. AND WI-IEREAS schemes for Non-Goverrunent crganizalions (hereafter referred as NGO)

providing "y" "or" 
services are implemented as per pattern of assistance apploved by tile

Cabine t,

1 .6. NOW TFIEREFOR.E the signatories of Memorandum of understanciing (Mou) irave agreed

as set out hetein below :

2. Farties of MCIU :

This MOU is atr agreetlrent between District Healthand

Control Division) of Dakshina Kamada of the State

I-Iealth and Family Welfare Society (R') (Blindness

Char itable Institutious.

Family Welfar.e-Society (R') (Blindness

of Karnataka; hereafler cailed District

Control Division) and Father Muller

from the date of its signing by the parties and t'emaitl in force ti11

be renewed through mutual agreement by ti-re parlies'

agrees to provicle following services uncler National Programme for

3. f)ur"ation of MOU:
This Ir4OU wiil be oPerative

3X.'t N4arcnaZA20. MOU can

.11" Comarnitmerats of NGO:
Through this MOU the NGO
Controi of Blindness :

sl.m* Tactivirics Yes / No

Scleeuing of PoPulation
the area allotted to the
.r,i.o irlir-rd reoi qterq

in all the villages / townsiriPs in

NGO and PreParation of village
Yes

a)

Yes

c)

b) Identifisation of cases fit lbr cataract surgery, motlvatloll

thereof and trattsportation to the base hospital

eferablY IOL
inrplantation tiu'ough E,CCE llOL, Small Incision Cataract

Suigery (SICS) or Phaco-emulsification 'of patients

identified in allotted areas, self motivated walk-in cases

and those refened bY DH &FWS (BCD)

Pr"-op""trr. "^"rllration 
and investigation as reqr"rired Yes

d) Yes

-YESe) Post-operattve cate

complications, if any
regarding use of giasses;

including managetnent ot
and post-operative counselling

tQe:ey...*/ ,\l__"_-
-s--'l''-lt 

I li t'.\ ''t I t [;



,fiffi;*ctriling lelractron ancl plovlslo,r

iirequireci provicling best possible correction'

5. Cornrnitments of District Healttr ancl Family Welfare Society (Illindness Contnotr

l-hrougir rhis MoU, the DLI & FWS (BCD) agrees to provide following sltpport to

NGO to lacilitate sert'ice delivery :

Di.rt.eltnruptss ur
ft o*kshina'ri':r

Yes

l) ! t i t" (. i

ir\rrllci' liilti ll
ill l\,1lll-i-i1l
rr 1,.,'.j 1, .-1 f .i; :.1 i:-

Division) :

participating

lil

).

,i

6. Grant-in-ilic1 to l.{GO for the Schemc othcr than Cataract Surgery :

Cataracl Sttrger) Rs. 2,000.00

Z Diabetlc ItetinoPathY Rs: 2,000.00
'l Chilcil-rood Rl inclness Rs 2.000.00

4 Cilaucornet Rs. 2,000.01)

5 Keratoplasty Ils. 7,500.00

6. Vitreoretinal SurgerY Rs.10,000.00

7. Terminttion of MOU :

Commitments agreed to by the Parties are meant for prevention and control of biindness ancl

therefor.e MOU should generally not be suspended or terminated. I-Iorvever, both partles c:rn

decide to suspend or terminate the MOU.

Sigrrcrl this tlll',1he 2"'l ol-,Apri[" 20t9

Ilist. e &Xan,eger,

pdts C Froqrarnmi.
,rtJa'E.it'trict' "'

Forln{ on 11fib4 ri!.

/ ..-.l\ l\)\ '-[r'
r.-,j'-

t.t

i lri ,

1t
t..

t

)

;

S.rfiGsio" of .^t"ruit s.rtg.t'y recorcls oi oper-ated cases'

Eye operation for Poor
cataract srlrgery

ancl desetving patients other thzrn

Clause of Agreement

irs.r. C.rtift*t" of Reiognition about participatio, i'

Urxtertitce ranclom verification of operated cases nol

exceeding 5% belbre clischarge ol patients;

S^rr.ti"" *rt of fi.. catalact operations pertbrrned by tiie

NGO as per GOI guiclelines indicated in para 6 below

within one month of sr-tbmission of claim along with

Cataract SurgerY Records;

M^t* pr,)r"."t of the sanctioned amount to the NGO on

monthly/quarterlY basis ;

[.'g"t^tty d,tt.*inate literaturo, guidelines or any other

relevant inlbrmation to participating NGC)

Distrie t llealth a'ncl Farni Welfare Society (BCD) I iL{ll,)I
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Memorandum of Understanding

between
Father Muller Charitable Institution, Kankanady, Mangalore 575 002 (henceforth

referred to as First Party)
and

StAloysius College (Autonomous), tight House Hill Road Mangalore 575 003
(henceforth referred as Second Party)

The First Party is in the profession of imparting medical education. The Second Party is looking for
someone to impart basic medical education to its students and hence, willing to tie up with the First
Party for the same under the following terms.

Terms:

1. The First Party will provide the following services to the Second Party:
a. Health Education;
b. FirstAid Training; and
.. Conduct other medical and health related activities

2. The resource personnel will be arranged by the First Party while the activities will be carried
out on the premises of the Second Party.

3. The topics, timing and participants for the above-mentioned activities will be discussed and
mutually decided by both Parties in consultation with each other.

4. The Second Party will intimate the First Party with a minimum of 7 working days prior to the
training to be conducted.

5. If the First Party is unable to conduct a health related activity, the Second Party is free to make
alternate arrangements with any other entity it deems fit.

This MOU is signed by the authorized officials from the First Party and Second Party and will
remain in effect until modified or terminated by any one of the Parties by mutual consent.

The validity of this MOU shall be for one year from the date of signing. However it shall be extended
automatically for further periods of one year unless notified thereto by either Party to the other,
within three months of expiry of the active period.

First Party

Rev. Fr
Director

us Coelho

f'r';' 'rnal
SI.AL0YSIUS CtILLEtiE (AUT0N0l/l0USt

Second ParW MANGALORE-575 003

-/./M"tK
Fr Dr Praveen Martis St
Principal

Seal

St Aloysius College (Autonomous)
P.O.Box 720,
Mangalore 575 003

REV. FR *'tt 
o,,"",o,

Seal Father Muller Charitable Institutlons

Fr Muller Road' KankanaclY

Father.Mur;"t{#x$t!b9FF;,tJi,lti'
Kankanady,
Mangalore 575 OO2

I$ANGALURU
571003 ./
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