Herely certify that

DR. JOHN JOSEPH S. MARTIS
2282/D.MAS/09/2014

Has fulfilled the requirements of the satisfactory training, experience, examinations and project submission
as required by the Constitution, Bylaws and Board of Examiners of World Association of Laparoscopic Surgeons and fere

by has been awarded on September 2014.
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Director {Acadenic)

Ghiel Consultant Angesthesia and ntensive Care
Prof. Universily of iMinnesota, USA

Proy. Rajiv Gandii University of

Health Sciences, Kamataka

December 3, 20015

TO WHOMSOEVER IT MAY CONCERN

This s to certify that Dy, Vishak & was ceeistered with the Rajiv Gandhi Pniversity ol

Mealth Scicnces (RGUHS) for o 18-month fellowship in the speciality of Hoad andd Mok

Surgical Oncology at Navayana Health ity Bangalore. Fle joined the course on 3% March
Fy el |

2004 and completed mandatory training on 2™ September 20150 He appeared for the

felloswship exit examination in July 2015 and s awaiting the vesults

I is o certified thal the candidate has worked during the abeve stated period as i resiteni-

fellow in Head and Neck Suraical Oncology in accordance with guidetines ol RCGUTES.
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DIRECTOR (ACADENIC)
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CERTIFICATE OF VISITING SURGEON PROGRAM

This Cerfificate is presented to

Prashant upendra acharya

for successfully completed the Knee & Shoulder Arthroscopy Surgery
Visiting Surgeon Program On 29" Feb - 41" March 2016
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KKR ENT HOSPITAL AND RESEARCH INSTITUTE (P) LD

No. 274 (827), Poonamallee High Road, Chennai - 600 010. Tel.: 26411444 / 26411987 / 26411612
Fax : 91-44-26412727 E-mail : kkrenthospital@gmail.com
website : http//www.kkrenthospital.org

Prof. K. K. RAMALINGAM mB8s.,FRCS., D.LO Prof. RAVI RAMALINGAM Mm.B., M.s., Dip NB (ENT)., FR.C.S,
30t March 2018

Letter of recommendation
TO WHOMSOEVER IT MAY CONCERN

It gives me immense pleasure to write this letter of recommendation for Dr Vinay V Rao
whom I've known from past couple of years. After finishing his residency in ENT from
Father Muller Medical College, Mangalore in 2009 he ~ was trained in Tata Memorial
Hospital, Mumbai in head and neck surgery and has been to various institutes to garner
surgical experience which has turned him into a competent surgeon.

He was instrumental in organising surgical workshops in the field of otology and
endoscopic sinus surgery in his institute which | was a part of, he did a splendid job
which highlights his organisational skills. He spent some time in my institute observing
cochlear implant surgery, during this time | got to know him better, he expressed his
keen interest in the field of paediatric ENT and his desire to learn and practice it was
very evident.

He's hardworking and sincere, personally a pleasant person and a team player. He'd be
an asset to whichever organisation he chooses to work with.

| give my strongest possible letter of recommendation for Dr Vinay for the fellowship he
wants to pursue in your institute and wish him all the best for his future endeavours.

Dr%\aw Ramallngam

Prof” f MALINGAM,
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*(Accredited for Diploma National Board Training in ENT by National Board of Examinations, New Delhi)
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IHZ Indian College of Critical Care Hedicine {

ISCCM

Iudian Society of Critical Care Medicine

This is to certify that

A)

has completed the training requirements and
passed the written and practical examination for the award of

Indian Biploma in Critical Care Medicine (IDCECH)
in April, 2017

A G

Dr. Kapil Zirpe Dr. Deepak Govil Dr. Rajesh Kumar Pande
ISCCM, President Vice Chancellor, ICCM Secretary, ICCM
Chancellor, ICCM




AMASI SKILL COURSE &
FMAS EXAMINATION

The Association of Minimal Access Surgeons of India
Certifies that
Dr. Caren Dsouza

has participated as a DELEGATE in the
63 AMASI SKILL COURSE & FMAS EXAMINATION held at
MLT, College Building , Seth GS Medical College & KEM Hospital

31st May - 2nd June 2019

R N T YA R
Dr. C. Palanivelu Dr. Bhupinder Singh Pathania Dr. Kalpesh Jani Dr. Dilip Gode

Founder President President Secretary
AMASI AMASI AMASI AMASI

Dr Sameer Rege
National Course Convener Course Convener
63rd Skill Course




INDIAN COUNCIL O¥ MEDICAL RESEARCH
ANSARI NAGAR, NEW DELI-I 10 029

No. 5/8/3(9)/201 0-ECD-1(B) Dated. 15.6.2011

D No. 201 1-03980 0

To

The Dean.
Father Muller Medical College (FMMC),
Mangalore-575002

-

Subject: - Sanction and budget allotment for the New Scheme entitled.
~Occurrence of drug resistance among relapse cases. poor responders

and new cases of leprosy”
Sir,

1 The Director General of the Council sanctions the above mentioned research
scheme initially for a period of One year from 1.7.2011 to 30.6.20 19 _subject to extension
upto the total duration specified in para 3(3) below.

2. The Director General of the Council also sanctions the budget allotment of

Rs.4.89.456/- (Rupees four lakh eighty nine thousand four hundered fifty six only) as
detailed in the attached statement for the year 2011-12.

3. The grant-in-aid will be viven subject to the following conditions:
l. The payment of the grant will be made in lump-sum Lo the Head olhe [nstitution.

The first installment of the grant will be paid generally as soon as a report
regarding the commencement of the project and appointment of the staff is
received by the Council. The demand for payment of the subsequent installment
of the grant should be placed with the Council in the prescribed proforma
attached.

2 The staif appointed on the project should be paid as indicated in the budgel
statement atlached.

The approved duration of the scheme 3 years. The annual extension will be

3.
given after review of the work done on the scheme during the previous year.
4. A report on the progress made will be submitted to the Council as and when

called for.

Contd.......2..
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The institute will maintain a Separate account of the receipts and the expenditure
incurred on the scheme and will furnish a utilization certificate and an audited
statement ol account pertaining o the grant.

The other terms and conditions are indicated in Annexure [. The receipt of this
letter may please be acknowledged.

Yours faithfully.

Adn/Ofﬁcer

for Director General.

No. 5/8/3(9)/2010-ECD-1(B)
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“Opy together with a copy of the budget statement forwarded for information to: -
Dr. Nand Kishore B. Protessor and Unit Head. Deptt. Of Dermatology.
Venerology and leprosy. Father Muller Medical College (FMMC(), Mangalore-
575002
Copy together with two copies of the budget statement forwarded to the
Accounts Section. ICMR for information and necessary action. RFC No.

ECD/NTF/8/2011-12 dated 7.6.2011

. Copy together with two copies of the budget forwarded to the

Finance Section. ICMR for compilation of the Council's budget.
[RIS Cell (Division of P & [). ICMR.

- D.E.O. (Div. of ECD-1), ICMR.

Main file ;
],QmuM

tor Director General.



Names and Designations of Co-Principal Investigator(s)

At Mumbai center

1) Dr. Nerges F Mistry, Director, Tmr@fmrindia.org

2)Dr. Vivek V Pai,Director; Bombay leprosy project (BLP) Mumbai.blpproject@vsnl.net
3) Dr. R Ganapati , Ex Director (BLP); Mumbai

4y Mr. Uday Thakar, Secretary, (KNS). Dist- Raigadh,Maharastra

At Father Mulier Medical college, Kankanadi Mangalore
1) Dr. Srinath M K, Assistant Professor srinath/76@yahoo.co.in

At LEPRA India-BPHRC

1) Dr. V, Vijaya Lakshmi vijayavalluri@leprahealthinaction.in
2) Dr. Subbanna subbanna@leprahealthinaction.in
3) Dr. Ranganadha Rao ranganadh@leprahealthinaction.in

4) Dr. Porichcha
5) Dr. Suman Jain drsumanjain@hotmail.com
6) Dr. Rama Prasad

At NIE centre

1) Dr. P Krishna Murthy, DFIT, damienin@airtelbroadband.in

2) Dr. P. Vijaya Kumaran, DFIT, damienin@airtelbroadband.in

3) Dr. Rajendra Prasad, District Leprosy Officer, admhovsp@yahoo.com
4) Dr. R.Ramakrishnan, Scientist E, NIE, contact murthybn@yahoo.co.in
5) Dr. Joseph.K.David, Scientist C, NIE, drjosephkdavid@amail.com

Duration of Research Project: 3 years
i} Period which may be needed for coliecting the data: 32months

it} Period that may be required for analyzing the data: 4months



(%]

3. Amount of grant-in-aid asked for (IN INR — IN LAKHS)

1%t year 2" year 3 year Total

A. FMR
1. Staff 14.48 14.48 15.16 4412
2. Contingencies
Recurring ‘ 6.25 9.25 7.00 22,50
Non recurring 5.20 5.20
3. Overheads 2.07 2.37 2.22 6.66
Total 28.00 26.10 24.38 78.48
B. FMMC

- 1. Staff 2.76 2.94 3.13 8.83
2. Contingencies 2.23 2.52 145 59
Recurring '
3. Overheads 0.25 0.27 0.21 0.73
Total 5.24 5.73 4.49 15.46
C. BPRCH
1. Staff 2.88 3.18 3.55 9.61

" 2. Contingencies
Recurring 4.10 4.28 3.82 12.20
Non recurring 1.15 1.18
3. Overheads 0.50 0.50 0.50 1.50
Total 8.63 7.96 7.87 24.46
~ D. NIE

2. Contingencies
Recurring 11.06 12.14 12.14 35.34
3. Overheads 0.55 0.60 0.60 1.75
Total 11.61 12.74 12.74 37.09
GRAND TOTAL
{A+B+C+D) 53.48 52.53 49.48 155.49

Note — Budget for the participating Institutes are projected as per their request. NIE has

projected budget for a total of 8 years, only 13 years budget has been projected here.
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E-mail: kirankatoch@rediffmail.com
Fax No: 91 05622331755

Institutional ethical clearance and Project approval: Will be obtained shortly
Is radio tagged material proposed to be used in the project either for clinical trials

or experimental purposes -No _
Involvement of Recombinant DNA/ Genetic Engineering work- No

IEC approval — Will follow.
Conflict of interest- Nil

DECLARATION AND ATTESTATION

I/We have read the terms and conditions for ICMR Research Grant. All
necessary Institutional facilities will be provided if the research project is
approved for financial assistance.

I/We agree to submit within one month from the date of termination of the project
the final report and a list of articles, both expendable and non-expendable, left
on the closure of the project.

iii. I/ We agree to submit audited statement of accounts duly audited by the auditors

as stipulated by the ICMR.

iv. It is certified that the equipmeni(s) is/are not available in the Institute/Department

V.

or these are available but cannot be spared for the project

It is further certified that_the equipment(s) required for the project have not been
purchased from the funds provided by ICMR for another project(s) in the

institute.

If any equipment already exists with the Department/institute, the investigator
should justify purchase of the another equipment.

b)

Signature of the:
a) Principal Investigator |

-3 A A
fw

(Dr. Vanaja P. Shetty)

Co-Investigator(s) .
RN

c¢) Head of the Department
A4k *:B
Signature of the Head of = .- the Institution with seal
(Dr. Nerges Mistry, Director)

Date: 15 September 2010



FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE

Father Muller Road, Kankanady, Mangalore - 575 002
Karnataka, India Tel : 2238399

e-mail: frmulleriec@gmail.com

CHAIRPERSON SECRETARY .
Dr. Arun Rao Dr.. B. Sanjgev Ral'
Prof. of Obstetrics & Gynaecology Chief of Medical Serv:ces, Brye
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494
e-mail: raibsll@gmail.com
FMMC/IEC/895/2012 09.08.2012
Ref- No & .caveeinernens / ........ / ........ / Date o ailisiensanrmmnn.
To,

Dr. Ramesh Bhat M

Prof & HOD

Dept. of Dermatology, Venereology & Leprosy
Father Muller Medical College

Mangalore.

Dear Dr. Ramesh Bhat M,

Subject : IEC approval for the Study “Safety and Efficacy of a 60% Formic Acid
formulation combined with a hydrocolloid patch for the treatment of Corns/ Calluses”

Your study entitled “Safety and Efficacy of a 60% Formic Acid formulation

combined with a hydrocolloid patch for the treatment of Corns/ Calluses” was

discussed during the meeting and it was approved.

Yours Sincerely,

o\ \z<-
Dr. B. Sanjeev Rai

Secretary
Institutional Ethics Committee

Secretary
Institutional Ethical Cemmittee
Father Muller Medical Cellege
Man;alc‘re-S‘Ism
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From Unigroup Denmark

Study Title: (ISD study)

Role of scalp cleansers in the ma

hagement of Infantile seborrheic
dermatitis (ISD).

A comparative study
E(Unigroup) with
PEG-80 Sorbitan L

of Spray cleanser containing Squalane, GLA and Viatmin
a Shampoo cleanser containing Cocamidopropyl Betaine,
aurate, Sodium Trideceth Sulfate (Johnson’s baby shampoo)

Amount sent 3,2008s

Towards Initial Payment( Includes Hospital char

ges, Pl, Coordinator's charges, Trial
expenses)

Unigroup ApS Tel. 445702228 18

Diplomvej 373 Fax  +4570 22 28 19 info@unigroup.dk
DK-2800 Lyngby

E-mail
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Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel : 2238399
e-mail: frmulleriec@gmail.com
CHAIRPERSON SECRETARY
Dr. Arun Rao Dr. B. Sanjeev Rai
Prof. of Obstetrics & Gynaecology Chief of Medical Services,
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494
e-mail: raibsl l@gmail.com
FMMC/FMIEC/1025/2012 07.12.2012
Ref. NO ! coeeeerreceeereeneesssancnnns Date ;e

To,

Dr. Ramesh Bhat

Prof & HOD

Dept. of Dermatology, Venereology & Leprosy,
Father Muller Medical College,

Mangalore.

Dear Dr. Ramesh Bhat,

Subject : FMIEC approval for the Study “A study of epidemiology, clinical,
histopathological characterstics and immunohistochemical findings in pat{ents with
Lichen planus pigmentosus”

_ Your study entitled “A study of epidemiology, clinical, histopathological
" characterstics and immunohistochemical findings in patients with Lichen
planus pigmentosus” was discussed during the meeting and it was approved.

Yours Sincerely,

“\ i+
Dr. Mev Rai

Secretary

Father Muller Institutional Ethics Committee

Secretary
Father Muller Institutional Ethics Committee
Father Muller Medical College
Mangalore-575002



A clinico-epidemiological, der moscopic and
histopathological study of Der matosis Papulosa
Nigrain atertiary care hospital of South India

Chief investigator- Dr. Nelee Bisen
Co-investigators- Dr. Ramesh Bhat, Dr. Sukumar D,

Dr. Rachel Pavey, Dr. Deepti D’Souza

The study would be conducted in Father Muller
Medical College and Hospital, Mangalore



INTRODUCTION

Dermatosis papulosa nigra (DPN) is a benign cutaneous condition which occurs
commonly in dark skinned people especially Asians and African Americans. It
Is considered as one of the variants of seborrheic keratosis. Females are affected
more frequently than males.* It usualy beginsin adolescence and itsincidence
aswell asthe number and size of individual lesions, increases with age.
Clinically DPN presents as multiple, small, hyperpigmented, asymptomatic
papules mostly on the face and also on neck, upper back, and chest. Dermatosis
papulosa nigraislikely to be genetically determined, with 40-54% of patients
having afamily history of involvement. It is believed to be caused by anevoid
developmental defect of the pilosebaceousfollicle. Hairston et al have
suggested that it should be classified within the group of epithelial nevi.?

Histologically, dermatosis papul osa nigra resembl es seborrheic keratosis
showing hyperkeratosis, irregular acanthosis, keratin-filled invaginations of the
epidermis (horn cysts), and marked hyperpigmentation of the basal layer.
However depending upon the morphology, seborrheic keratosis has various
histopathological variants like classic acanthotic type, adenoid/ reticul ate type,
hyperkeratotic type, clonal type etc. Dermoscopic findings of seborrheic
keratosis include Comedo-like (CL) openings, milia-like (ML) cysts, fissures
and ridges (FR), fingerprint (FP)-like structures, moth-eaten (ME) border,
hairpin (HP) blood vessels, network-like (NL) structures, and sharp demarcation
(SD).2 But specific dermoscopic findings for DPN have not been described.
Treatment is usually sought for cosmetic reasons. Abrasive curettage,

superficial liquid nitrogen cryotherapy, electrodesiccation followed by curettage
and | aser therapy have been shown to be effective.*”

NEED FOR STUDY

DPN is one of the very commonly encountered skin lesionsin Indian
population. However, thereis lack of datarelating to its clinical, dermoscopic
and histopathological correlation. This study may provide useful information
regarding the etiology and pathology of DPN.



AIMS

1. To study the clinical characteristics of patients with Dermatosis papulosa
nigra (DPN).

2. To correlate the clinical findings with dermoscopic and histopathological
findingsin DPN.

MATERIALSAND METHODS

Sour ce of data collection

Patients attending Dermatology OPD, Father Muller Medical College and
Hospital, Mangalore with clinical diagnosis of DPN

Inclusion criteria-

Age more than 18 years

Patients willing to participate in the study
Exclusion criteria-

Patients not willing for biopsy

Uncooperative patients

Method of data collection
A written informed consent will be taken from all patients.

Detailed history taking and thorough clinical examination will be done. The
following parameters will be recorded: age, sex, age of onset, duration, family
history, site, number and size of lesions and their morphology. Dermoscopy will
be performed in all casesin randomly chosen pigmented lesions. 3 mm punch
biopsies will be taken from the lesions and evaluated for histopathol ogical
findings. For the descriptive statistics, the SPSS software package will be used.



Samplesize - 100

Study period
January 2012 to December 2013

REFERENCES

1. Grimes PE, Arora S, Minus HR, Kenney JA Jr. Dermatosis papulosa
nigra. Cutis. Oct 1983;32(4):385-6.
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Dermatol. May 1964;89:655-8.

3. Malvehy J, Puig S, Braun RP, Marghoob AA, Kopf AW, editors.
Handbook of dermoscopy. 1 st ed. London: Taylor and Francis; 2006. p.
10-20.

4. Polder KD, Landau JM, Vergilis-Kalner 1J, Goldberg LH, Friedman PM,
Bruce S. Laser eradication of pigmented lesions: areview. Dermatol
Surg. 2011 May;37(5):572-95.

5. GarciaMS, Azari R, Eisen DB. Treatment of dermatosis papulosa nigra
in 10 patients. acomparison trial of electrodesiccation, pulsed dye laser,
and curettage. Dermatol Surg. 2010 Dec;36(12):1968-72.



PROFORMA

Name- Age- Sex-
Hospital number- Date-

Address- Mobile no.-

History-

Age of onset-

Duration of onset-

H/O progression of lesions-
H/O any associated symptom-
H/O exposure to sunlight-
Occupation-

Family H/O similar lesions-
Any systemic disease-

Any other relevant history-



Examination-

Morphology and site of lesions-

Dermoscopy findings —

Histopathology findings —




INFORMED CONSENT FORM

Title: A clinico-epidemiological, dermoscopic and histopathological
study of Dermatosis Papulosa Nigra in a tertiary care hospital of
South India.

Name of the Research Subject:
Age of the Research Subject

| have been explained in detail about this study, the potential benefits and side
effects of the biopsy procedure and dermoscopy.

| understand that my participation in the study is voluntary and that | have the
right to withdraw at any time without giving any reason, without my medical care
or legal rights being affected.

| understand that my taking part in this study will be kept confidential and my
identity will not be revealed in any circumstances.

| agree to take part in the above study.

Signature of the research subject Date

Signature of the investigator Date



FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE

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

Tel : 2238399
e-mail: frmulleriec@gmail.com

REG -wo. ECR| 54olInst [kA] Lol 4

CHAIRPERSON SECRETARY

Dr. Arun Rao Dr. B. Sanjeev Rai

Prof. of Obstetrics & Gynaecology Chief of Medical Services,
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494

e-mail: raibsll@gmail.com

Ref. No : EMMC/FMIEC/1774/2014 Date : ........... 28.06.2014....

To,

Dr. Ramesh Bhat,

Principal Investigator

Prof and HOD, Department Of Dermatology

Father Muller Medical College Hospital

(Unit of Father Muller Charitable Institutions)

Father Muller Road, Kankanady, Mangalore - 575002, India.

Subject: Ethics Committee Approval of the Study

Ref: WAT/CMBP/2013 : A multicenter, double blind, randomized, parallel group, placebo
controlled bioequivalence study with clinical endpoint to evaluate the bioequivalence of
clindamycin 1% and Benzoyl Peroxide 5% gel of Watson Pvt. Ltd and the reference listed
BenzaClin® (Clindamycin 1% and Benzoyl Peroxide 5%) gel of Dermik Laboratories, business
of Sanofi Aventis US Llc, in treatment of subjects with acne vulgaris.

Dear Dr. Bhat,

The Father Muller Institutional Ethics Committee, Father Muller Medical College had reviewed and
discussed your application dated 26/May/2014 to conduct the clinical trial for the protocol
WAT/CMBP/2013.

The Ethics Committee meeting was held on 21-June-2014 at 3.00pm and the following
documents were reviewed:

No. Document Reviewed Qty.

1 Study protocol 14
Version 2, Amendment | dated 06 May 2014

2 Investigators brochure Version dated 7 Jan 2014 14

3 Informed consent document (English) Version 2, Amendment I 14
dated 8 May 2014
Informed consent document (Hindi) Version 2, Amendment 1 dated 14

4 | 8 May 2014

5 Informed consent document (Kannada) Version 2, Amendment 1 14
dated 8 May 2014




6 Back translation from Hindi to English Version 2, Amendment 1 14
dated 16 May 2014
- Back translation from Kannada to English Version 2, Amendment 1| 14
dated 16 May 2014
8 Patient dairy (English)Version 2, Amendment | dated 8 May 2014 14
9 Patient dairy (Hindi) Version 2, Amendment |1 dated 8 May 2014 14
10 Patient dairy (Kannada) Version 2, Amendment 1 dated 8 May 2014 14
11 Back translation from Hindi to English Version 2, Amendment 1 14
dated 16 May 2014
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The following members of the Ethics Committee were present at the meeting held on 21t June
2014 at 3:00pm in the Seminar Hall.

S1 Name Qualification | Designation/ Title | Affiliations as to
No. the Institution
1. | Dr. Arun Rao MD, DGO Chairperson No
(Clinician)

2. | Dr. B. Sanjeev Rai MD, DCH, Secretary (Clinician) | Yes

MBA

3. | Dr. Shiva Shanker Ph.D Joint Secretary Yes
(Scientist)

4. | Mr. Eric Sequeira BABL Vice Chairperson No
(Advocate)

5. | Prof. Irene T.R. Alvares | M. Sc Member (Nursing) Yes

6. | Dr. Prasanna Kumar MD Member Yes
(Homoeopathic)

7. | Dr. Ashok Shenoy MD Member No
(Pharmacologist)

8. | Dr. Jayaram Shetty BVSc, MVSc | Member (Veterinion) | No

9. | 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:

S1 Name Qualification Designation/ Title | Affiliations
No as to the
Institution
10. | Rev. Dr. Leo D’ Souza | M. Sc, Ph.D Member(Theologian) | No
11. | Mrs. Rameela Shekar | MSW, M. Phil, (PSW), | Member (Sociology) | No
PGDHRM, Ph.D
12. | Dr. John Mathai MD Member (Clinician) | Yes
13. | Dr. Narasimman. S MPT Member Yes
(Physiotherapist)
14. | Ms. Bindiya Shetty MSW Member No
(Counsellor)
15. | Mrs. Veena Manoj MA, B.Ed Member (Lay person) | No

Neither you nor any of your study team members were present during the decision
making procedure of the Ethics Committee Meeting.

We approve the trial to be conducted in its presented form.

The Father Muller Institutional Ethics Committee, Father Muller Medical College expects to be
informed about the progress of the study, any SAE occurring in the course of the study,
any changes in the protocol and patient information/informed consent and a copy of the
final report.

Yours truly,

<.

Dr B. Sanjeev Rai

Member Secretary/Chairman,

Father Muller Institutional Ethics Committee,
Father Muller Medical College Hospital,
Kankanady, Mangalore - 575002,

Karnataka, India.

Secretary

Father Muller Institutional Ethics Committee

Father Muller Medical Colicge

Mangalore-575002




§

ﬁ FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE

=S Father Muller Road, Kankanady, Mangalore - 575 002
Karnataka, India
el : 2238399
e-mail: frmulleriec@gmail.com
CHAIRPERSON SECRETARY
Dr. Arun Rao Dr. B. Sanjeev Rai
Prof. of Obstetrics & Gynaecology Chief of Medical Services,
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494
e-mail: raibsl1@gmail.com
Ref. No : FMMC/FMIEC/1804/ #OES Date : 12082014
To,

Dr. Jacintha Martis

Principal Investigator

Dept. of Dermatology,

Father Muller Medical College Hospital,
Kankanady, Mangalore.

Dear Dr. Jacintha Martis,

Subject : IEC approval for the Study “A Phase 3, Multicenter, Three Arm, Randomised,
double blind, active controlled, parallel study to evaluate the efficacy and safety of
Tretinoin (Microsphere) 0.4% and Clindamycin 1% combination Gel in Comparison to
Tretinoin 0.025% Gel and Clindamycin 1% gel in the treatment of Acne Vulgaris”

Your study entitled “A Phase 3, Multicenter, Three Arm, Randomised, double
blind, active controlled, parallel study to evaluate the efficacy and safety of
Tretinoin (Microsphere) 0.4% and Clindamycin 1% combination Gel in
Comparison to Tretinoin 0.025% Gel and Clindamycin 1% gel in the treatment of

Acne Vulgaris” was discussed during the IEC meeting held on 9 August 2014 and it
was approved.

You are not to start your study till you get a registration done by Clinical trial Registry.
You are requested to submit the CTRI registration number to the office of the
undersigned.

Yours Sincerely,
o

Dr. B. Sanjeev Rai
Secretary
Father Muller Institutional Ethics Committee

Secretary
Father Muller Institutional Ethics Committee

Father Muller Medieal 7



1 FATHER MULLER MEDICAL COLLEGE g
. (A unit of Father Muller Charitabl  Institutions) oLt |
Father Muller Road, Kankanady, qugaloré-ﬁ?S[]b'z A58 !

: {
FMMC/GEN/184/2014 S 7 0 P
The Director, [
EM.CI

Dear Rev. Father,

Enclosed herewith the letter received from the Department of Atomic Energy

' (DAE) and Board of Research in Nuclear Sciences (BRNS) related to the approval

and sanction to the research project titled “Identification of specific variability

parameters and pulse patterns for disease characterization using peripheral pulse

analyzer” under my guidance an amount of Rs 14,23,100/- of which
8 Rs.8,33,400/- for I Year and Rs. 5,00,150/- for II Year. ¥

This is for your kind information.

Thanking you,

C.C: The Administrator, FMMC/ CMS/ File

ip/ip



Government of India
Department of Atomic Energy (DAE)
Board of Research in Nuclear Sciences (BRNS)

Shri D. K. Dalal BRNS Secretariat, 1™ Floor, CC,
Programme Officer (ATC) BARC, Trombay, Mumbai-400085

No. 34/14/18/2014-BRNS/

Sub:

Phone: 25594683 FAX: 022-25505151
e-mail: dkdalal@barc.gov.in

Date: . i 1 i l ?m"t
OFFICE MEMORANDUM

R/P entitled “Identification of specific variability parameters and pulse patterns for
disease characterization using peripheral pulse analyzer” under Dr. J. P. Alva, Professor
of Medicine, Father Muller Medical College, Kankanady, Mangalore 575 002 bearing
sanction No.34/14/18/2014-BRNS with ATC, BRNS.

On the recommendations of the Board of Research in Nuclear Sciences (BRNS), I am

pleased to convey the administrative approval and sanction of the President of India for the
captioned project for two years beginning from financial year 2014-15 with a total grant of
14,23,100/- (Rupees fourteen lakh twenty three thousand one hundred only) for the project

as under:

Item of expenditure I Year IT Year
(2014-2015)  (2015-2016)

* Equipment 4,10,000 e

# Staff JRF (1), 1,92.,000 1,92,000

~ Technical Assistance 1,00,000 2,00,000
Consumables 25,000 25,000
Travel (PI) ) 25,000 25,000
Contingency 25,000 25,000

$ Overheads 56,400 33,150

Total: 8,33,400 5,00,150

(1) Peripheral Pulse Analyzer, (ii) Anu-photo Rheograph, (iii) Standard Accessories PC,
Printer (4 Nos). ‘

JRF salary @16,000/- in 1* and 2™ year.

Technical Assistance includes Equipment Hire Charges, Computer Charges and Charges
for Hiring Services. %o
Overheads calculated @ 7.5% of the other heads except contingency. The remaining
7.5% towards overheads (389,550/-) shall be released only on meeting the requirements
specified (See Annex-B).



2, [ am also pleased to convey the sanction of the President of India to incur an expenditure

0f ¥8,33,400/- (Rupees eight lakh thirty three thousand four hundred only) towards grant for
the year 2014-15.

< The expenditure involved is debitable to:

Grant No. . - 04 Atomic Energy

Major Head - 3401 Atomic Energy Research

Minor Head - 00 004 Research & Development

Sub Head - 08 02 Board of Research in Nuclear Sciences
(BRNS)

Detailed Head - 08 02 31 Grant-in-aid

4. This issues with the concurrence of Scientific Secretary, BRNS and IFA, DAE.

Sd/-
(D. K. Dalal)

Pay & Accounts Officer,
Department of Atomic Energy.
Anushakti Bhavan,

CSM Marg, Mumbai - 400 001.



Faraer MurLer Mepicar Correce Hosprrar,

ADM/FMMCH/085 /2013 26.02.2013
To,

Dr.Rochelle C Monteiro
Senior Resident

Department of Dermatology
FMMCH

Dear Dr.Rochelle,

Ref: Your letter no FMMC/DERM/GEN/310/2013 dated 29.01.2013
Sub: A randomized comparative study of the efficacy of intralesional
5-FU VS combined intralesional 5-FU and traiamcinolone

acetonide in the treatment of keloids - reg

In response to your above letter, it has been decided to grant concession
to 50 patients under the “Randomized Comparative Study for treatment
of Keloids”. These patients will be given 100% concession on the
procedural charges but the cost of the medicines will have to be borne by
the patients.

Bills for these patients must mention “DERMATOLOGY KL”. These bills
are to be accounted for under the “Research Cell”.

With regards,

Rev.Ffr Ricgard Coelho

ADMINISTRATOR

cc:

Director — for information

Dr Ramesh Bhat- HOD Dermatology

I/C- Billing - with a request to raise the bill

1/C - Accounts — with a request to credit 100% amount of the bill from Father Muller Research Centre
File

re/ld



i FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

T

o Karnataka, India

Tel : 2238399

e-mail: frmulleriec@gmail.com
CHAIRPERSON SECRETARY
Dr. Arun Rao Dr. B. Sanjeev Rai
Prof. of Obstetrics & Gynaecology Chief of Medical Services,
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494

e-mail: raibsll@gmail.com

RE[ING: & Gt s i s : Date : 14102015

To,

Dr. Ramesh Bhat M

Principal Investigator

Prof and HOD, Department Of Dermatology
Father Muller Meducal College Hospital
(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady,

Mangalore - 575002, India.

Study Protocol No: CIGE025EINO1

Protocol Title: “A prospective, Post Marketing Surveillance study to study the safety and
effectiveness of omalizumab in Indian patients with Chronic Spontaneous Urticaria
refractory to standard of care”

Subject: Ethics Committee Approval of the Essential documents for the above mentioned
Clinical trial.

Dear Dr. Ramesh Bhat,

The Father Muller Institutional Ethics Committee, Father Muller Medical College reviewed
and discussed your application to conduct the clinical trial CIGE025EINO01

entitled “A prospective, Post Marketing Surveillance study to study the safety and
effectiveness of omalizumab in Indian patients with Chronic Spontaneous Urticaria
refractory to standard of care” on 10t October 2015.



FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE

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

Tel : 2238399
e-mail: frmulleriec@gmail.com

CHAIRPERSON SECRETARY
Dr. Arun Rao Dr. B. Sanjeev Rai
Prof. of Obstetrics & Gynaecology Chief of Medical Services,
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494
e-mail: raibsll@gmail.com
EMMC/EMIEC /2389 /2015 1408 2015
Ref. NO e Date s sunansannaeismsas

Protocol title: “ Antifungal drug sensitivity in treatment of dermatophytic infections”

Principal Investigator: : Dr. Jyothi Jayaraman

Name & Address of Institution:
Dr. Jyothi Jayaraman

Dept. of Dermatology,

Father Muller Medical College,
Kankanady, mangalore - 575002.

New review v Revised review Expedited review

Date of review: 08/08/2015
Date of previous review, if revised application: Nil

Decision of the Ethics Committee:
> Recommended v

> Recommended with suggestions
> Revision/ Resubmission

> Rejected _

Suggestions /Reasons/Remarks: Nil

Recommended for a period of : 1 Year

Please note:

> Inform Ethics Committee immediately in case of any adverse events and serious adverse
events.

> Inform Ethics Committee in case of any change of study procedure, site and investigator.

> This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.

> Members of Ethics committee have right to monitor the trail with prior intimation.

You are not to start your study till you get a registration done by Clinical trial Registry.
You are requested to submit the CTRI registration number to the office of the undersigned.

\ s

Dr. B. SanjeevI Rai
Member Secretary
Father Muller Institutional Ethics Committee




FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
| Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India

Tel : 0824-2238399

e-mail: fmiethicscommittee@gmail.com
CHAIRPERSON SECRETARY
Dr. Ashok Shenoy Dr. Shivashankara A.R.,
Professor of Pharmacology Associate Professor of Biochemistry,
KMC, Mangalore-575001 Father Muller Medical College
Phone : +919880530703 Mangalore - 575 002
E-mail: ashok.shenoy@manipal.edu Phone : +919880146133

E-mail; arshiva72@gmail.com

FRMEY FMIEC/4276/2017... Date : ...23.05.2017 ...

Protocol title: “A multicentric study to evaluate the host and pathogen factors in recurrent dermatophytoses”

Protocol No: 5174/17

Principal Investigator: Dr. Ramesh Bhat

Name & Address of Institution :
Dr. Ramesh Bhat

Dept. of Dermatology
Father Muller Medical College,
Kankanady, Mangalore - 575002

New review: Exempt review Expedited review Full review v/

Review of Revised Submission: Nil

Date of review: 19/05/2017
Date of previous review, if revised application:

Decision of the Ethics Committee:
> Approved

> Approved with suggestions v’

> Revision/ Resubmission

> Rejected

Suggestions /Reasons/Remarks: Do CTRI registration of the study and submit the registration No. Have
the patient information sheet and informed consent form in Kannada.

Recommended for a period of: 1 Year

Please note:

> Inform Ethics Committee immediately in case of any adverse events and serious adverse
events.

> Inform Ethics Committee in case of any change of study procedure, site and investigator.

> This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.

> Members of Ethics committee have right to monitor the trial with prior intimation.




Following Members of the Committee Ratified the Expedited Review and Approved the

Research Proposal.

Dr.Ashok Shenoy

Professor of Pharmacology

Chairperson

Mr.Eric Sequeira

Lawyer

Member -legal expert

Dr.Shivashankara A.R.

Biochemistry faculty

Member Secretary

Dr.Sudhir Prabhu

Community Medicine Faculty

Joint Secretary

Dr.Safeek AT

Professor of Psychiatry

Member-Clinician

Dr Kurian P]J

Homeopathy faculty

Member -Homeopathy Expert

Mr.Sudeep Pais

Physiotherapy Faculty

| Member -Physiotherapy Expert

Fr.Dr.Leo D’Souza

Director of Applied Biology Laboratory

Member-Ethicist /Philosopher

Ms. Anuradha Shetty

Faculty of School of Social Work

Member-Social Scientist

A

Dr. Shivashankara A R

Member Secretary

Father Muller Institutional Ethics Committee

.
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FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE

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

Tel : 2238399

e-mail: frmulleriec@gmail.com
CHAIRPERSON SECRETARY
Dr. Arun Rao Dr. B. Sanjeev Rai
Prof. of Obstetrics & Gynaecology Chief of Medical Services, ‘
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494

e-mail: raibsll@gmail.com

Ref. No ;EMMC/FMIEC/2388/2015 Date : ... 14.082015......

Protocol title: “ A multicentric, prospective and retrospective study of Stevens Johnson
syndrome (SJS), toxic epidermal necrolysis (TEN) & SJS-TEN overlap in Indian scenario”

Principal Investigator: Dr. Ramesh Bhat M

Name & Address of Institution :
Dr. Ramesh Bhat M

Prof. & HOD, Dept. of Dermatology,
Father Muller Medical College,
Kankanady, Mangalore - 575002.

New review v Revised review Expedited review

Date of review: 08/08/2015
Date of previous review, if revised application: Nil

Decision of the Ethics Committee:
> Recommended v

> Recommended with suggestions
> Revision

> Rejected :

Suggestions /Reasons/Remarks: Nil

Recommended for a period of : 1 Year

Please note:

> Inform Ethics Committee immediately in case of any adverse events and serious adverse
events.

> Inform Ethics Committee in case of any change of study procedure, site and investigator.

> This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.

> Members of Ethics committee have right to monitor the trail with prior intimation.

You are not to start your study till you get a registration done by Clinical trial Registry.
You are \e?sted to submit the CTRI registration number to the office of the undersigned.
I\ ;
@c c
Dr. B. Sanjeev Rai

Member Secretary
Father Muller Institutional Ethics Committee



FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002
Karnataka, India

Tel : 0824-2238399
e-mail: fmiethicscommittee@gmail.com

CHAIRPERSON SECRETARY

Dr. Ashok Shenoy ' Dr. Shivashankara A.R.,
Professor of Pharmacology Associate Professor of Biochemistry,
KMC, Mangalore-575001 Father Muller Medical College
Phone : +919880530703 Mangalore - 575 002

E-mail: ashok.shenoy@manipal.edu Phone : +919880146133

E-mail: arshiva72@gmail.com

1

BMMG/FMIEC/4332/2017. ore - 16.08.2017

Protocol title: “Comparative study of nail whitening solution with 5% w/ vamorolfine nail lacquer in
treatment of onychomycosis “

Protocol No: 5228/17

Principal Investigator: Dr. Ramesh Bhat & Dr. Jyothi Jayaraman

Name & Address of Institution :

Dr. Ramesh Bhat & Dr. Jyothi Jayaraman
Dept. of Dermatology

Father Muller Medical College,
Kankanady, Mangalore - 575002

New review: Exempt review Expedited review Full review v/

Review of Revised Submission: Nil

Date of review: 12/08/2017
Date of previous review, if revised application:

Decision of the Ethics Committee:
> Approved

> Approved with suggestions v/

> Revision/ Resubmission

> Rejected

Suggestions /Reasons/Remarks: Have the patient information sheet and informed consent form in
Kannada.

Recommended for a period of : One Year

Please note:
> Inform Ethics Committee immediately in case of any adverse events and serious adverse

events.
> Inform Ethics Committee in case of any change of study procedure, site and investigator.
> This permission is only for a period mentioned above. Annual report to be submitted to

Ethics Committee.
> Members of Ethics committee have right to monitor the trial with prior intimation.




Following Members of the Committee Ratified the Full Review and Approved the

Research Proposal.

Mr.Eric Sequeira

Lawyer

Member -legal expert

Dr.Shivashankara A.R.

Biochemistry faculty

Member Secretary

Dr.Sudhir Prabhu

Community Medicine Faculty

Joint Secretary

Dr.Varadraj Shenoy

Professor of Pediatrics

Member-Clinician

Dr.Safeek AT

Professor of Psychiatry

Member-Clinician

Dr .Kurian PJ

Homeopathy faculty

Member -Homeopathy Expert

Mr.Sudeep Pais

Physiotherapy Faculty

Member -Physiotherapy Expert

Fr.Dr.Leo D’Souza

Director of Applied Biology Laboratory

Member-Ethicist /Philosopher

Mrs.Veena Manoj

MA, BEd. Qualified

Member - Lay Person

Ms. Anuradha Shetty

Faculty of School of Social Work

Member-Social Scientist

Dr. Anup Kumar Shetty

Associate Professor of Microbiology

Member - Clinician

=i

Dr. Shivashankara AR
Member Secretary

Father Muller Institutional Ethics Committee
Dr. Shivashankara A.R., PnD.

S.cretary
Muller Institutions! Ethics

Cather

(ammittee



FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE

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

Tel : 2238399
e-mail: frmulleriec@gmail.com

CHAIRPERSON SECRETARY

Dr. Arun Rao Dr, B. Sanjeev Rai

Prof. of Obstetrics & Gynaecology S Chief of Medical Services,
Kasturba Medical College Father Muller Charitable Institutions,
Mangalore - 575 001 Kankanady, Mangalore - 575 002
Phone : 9845677507 Phone : 9448133494

e-mail: raibsl1@gmail.com

Ref No : .ENINMT/EMIEC/2602/2015, Date : ... 20.11.2013,

Protocol title: “A STUDY OF THE ANEROBIC BACTERIA IN ACNE AND IN VITRO |
ANTIBIOTIC SUSCEPTIBILITY PATTERNS OF ORAL AND TOPICAL ANTIBIOTICS IN THE
TREATMENT OF ACNE”

Principal Investigator : Dr. Rochelle C Monteiro
Name & Address of Institution :
Dr. Rochelle C Monteiro
Dept. of Dermatology,
Father Muller Medical College,
Kankanady, Mangalore - 575002. e ol s |
New review Revised review v/ Expedited review
Date of review: 15/11/2015

Decision of the Ethics Commiittee:
> Recommendecd ¥

> Recommended with suggestions i
> Revision/ Resubmission

> Rejected -
Suggestions /Reasons/Remarks: Nii
Recommended for a period of : 1 Year _ o _ |

Please note:

> Inform Ethics Committee immediately in case of any adverse events and serious adverse
events.

> Inferm Ethics Committee in case of any change of study procedure, site and intvestigator.

> This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.

> Members of Ethics committee have right to monitor the trail with prior intimation.

You are not to start your study till you get a registration done by Clinical trial Registry.
You are requested to submit the CTRI registration number to the office of the undersigned.

r. B. Sanjeev Rai
Member Secretary
Father Muller Institutional Ethics Committee
Secretary
Father Muller Institutional Ethies Commlitee

- Father Muller Medical College
~ Mangalore-575002




CLINICAL TRIALS REG

\ ‘ SR
: ) NDIA 31 “
NATIONAL INSTITUTE OF MEDICAL s-ra'rtsncs ﬁ g g [.4_\
(INDIAN COUNCIL OF MEDICAL RESEARCH)

STRY REF/2015/12/010225

CTRI Website URL - http://ctri.nic.in

CTRI Number

Last Modified On
Post Graduate Thesis
Type of Trial

Type of Study

Study Design

Public Title of Study

Scientific Title of
Study

Secondary IDs if Any

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details Contact
Person (Scientific
Query)

Details Contact
Person (Public Query)

CTRI/2016/03/006724 [Registered on: 09/03/2016] - Trial Registered Prospectively

02/03/2016

No

Interventional

Drug

Randomized, Parallel Group, Placebo Controlled Trial

A study for Evaluation of effectiveness and Safety of Minoxidil (5%) plus Finasteride (0.1%) Solution
in Adult Male Patients with Androgenetic Alopecia

A Double blind, Randomized, Placebo controlled, Parallel Group, Prospective, Multicentre Clinical
Trial for Evaluation of Efficacy and Safety of Fixed Dose Combination of Minoxidil (5%) plus
Finasteride (0.1%) Lipid Solution in Comparison with Minoxidil (5%) Lipid Solution and Finasteride
(0.1%) Lipid solution in Adult Male Patients with Androgenetic Alopecia

Secondary ID Identifier

605-12, Version: 2.0, Date: 31/07/2015

Protocol Number

Details of Principal Investigator

Name Rajesh C N
Designation Assistant General Manager
Affiliation Lambda Therapeutic Research Ltd
Address Plot No. 38, Near Silver Oak Club S. G. Highway, Gota
Ahmadabad
GUJARAT
380061
India
Phone 07940202051
Fax 07940202021
Email rajeshcn@lambda-cro.com
Details Contact Person (Scientific Query)
Name Dr Ankit Ranpura
Designation Manager
Affiliation Lambda Therapeutic Research Ltd
Address Plot No. 38, Near Silver Oak Club S. G. Highway, Gota
Ahmadabad
GUJARAT
380061
India
Phone 07940202074
Fax 07940202021
Email ankitranpura@lambda-cro.com
Details Contact Person (Public Query)
Name Dr Manjunath K
Designation General Manager
Affiliation Lambda Therapeutic Research Ltd
Address Plot No. 38, Near Silver Oak Club S. G. Highway, Gota
Ahmadabad
GUJARAT
380061
India
Phone 07940202290

page 1/6




CLINICAL TRIALS REGISTRY - INDIA i “: REF/2015/12/010225
?::IIﬁ.":;f.’:Ii‘éI‘.‘.IE.?;".!Ef:f.;tf"“s““ . ﬁq QEJI' CTRI Website URL - http://ctri.nic.in
Fax 07940202021
Email manjunathk@lambda-cro.com

Source of Monetary or
Material Support

Primary Sponsor

Details of Secondary
Sponsor

Countries of
Recruitment

Sites of Study

Source of Monetary or Material Support

> Intas Pharmaceuticals Ltd., 2nd Floor, Chinubhai Center, Ashram Road, Ahmedabad 380-009,
Gujarat, India, Tel. No.: 07926576655, Fax: 07926578862

Primary Sponsor Details

Name

Intas Pharmaceuticals Ltd

Address

2nd Floor, Chinubhai Center, Ashram Road, Ahmedabad 380-009,
Guijarat, India, Tel. No.: 07926576655, Fax: 07926578862

Type of Sponsor

Pharmaceutical industry-Indian

Name Address

NA NA

List of Countries

India

Name of Principal Name of Site Site Address Phone/Fax/Email
Investigator

Dr AM Jayaraaman Chennai Meenakshi Dept. of Clinical 9444119274

Multispeciality Hospital

Research, Dept. of
Dermatology, Room no.
12, New#72, Old#172,
Luz Church Road,
Mylapore-600004
Chennai

TAMIL NADU

clinsolve@gmail.com

Dr Ramesh Bhatt

Father Muller Medical
College Hospital

Room No. 65, Dept. of
Dermatology, Father
Muller Road,
Kankanady, Mangalore-
575002

Dakshina Kannada
KARNATAKA

9845084224

rameshderma@gmail.c
om

Dr Jayesh Mukhi

Government Medical
College & Hospital

Department of skin, VD
& leprology, Room No.
1, Government Medical
College & Hospital,
Medical college square
road, - 440003,
Nagpur
MAHARASHTRA

9822467967

jayesh.mukhi@gmail.co
m

Dr Rachita S Dhurat

Lokmanya Tilak
Municipal Medical
College & General
hospital

Room No. 16, 2nd
Floor, Dept. of
Dermatology, Dr.
Babasaheb Ambedkar
Road, Sion-400022
Mumbai
MAHARASHTRA

9870390057

rachitadhurat@yahoo.c
0.in

Dr T K Sumathy

M.S. Ramaiah Medical
College & Hospital

Room No. 104, Dept. of
Dermatology, MSR
Nagar, MSRIT
Post-560054
Bangalore
KARNATAKA

9845163009

tksumathy@gmail.com

Dr O R Jayanthi

Meenakshi Mission
Hospital & Research
Centre

Dept. of Dermatology,
Room no. 8, Melur
Road, Lake Area-

9489378314
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DELHI
Name of Committee [Approval Status Date of Approval Is Independent Ethics
Committee?
Ethics Committee, Submittted/Under No Date Specified No
Chennai Meenakshi Review
Multispeciality Hospital,
Dr. A.M. Jayaraaman
Ethics Committee, Submittted/Under No Date Specified No
Lokmanya Tilak Review
Municipal Medical
College & Lokmanya
Tilak Municipal General
Hospital, Dr. Rachita S
Dhurat
Ethics Committee, M.S. |Approved 05/02/2016 No
Ramaiah Medical
College & Hospitals, Dr.
T. K. Sumathy
Ethics committee, Submittted/Under No Date Specified No
Ratan Deep Review
Multispecialty Hospital,
Dr. Bhavik Bhavsar
Ethics Committee-Dr.  |Submittted/Under No Date Specified No
D. Y. PatilVidyapeeth, [Review
Dr Hemant Talnikar
Father Muller Submittted/Under No Date Specified No
Institutional Ethics Review

Committee, Dr.
Ramesh Bhatt
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Regulatory Clearance
Status from DCGI

Health Condition /
Problems Studied

Intervention /
Comparator Agent

Inclusion Criteria

Exclusion Criteria

Institutional Ethics
Committee,
Government Medical
College & Hospital, Dr
Jayesh Mukhi

Submittted/Under
Review

No Date Specified

No

Institutional Ethics
Committee, Meenakshi
Mission Hospital &
Research Centre, Dr.
0. R. Jayanthi

Submittted/Under
Review

No Date Specified No

Institutional Ethics
Committee, Rajiv
Gandhi Institute of
Medical Sciences &
RIMS Government

General Hospital, Dr. V.

V. V. Satyanarayana

Submittted/Under
Review

No Date Specified No

Sir Ganga Ram
Hospital Ethics
Committee, Dr. S. C.
Bharija

Submittted/Under
Review

No Date Specified No

Status

Date

Approved/Obtained

17/12/2015

Health Type

Condition

Patients

Adult Male Patients with Androgenetic Alopecia

Type

Name Details

Intervention

Arm A: Fixed dose combination [Dose: 01 ml; Frequency: twice
of Minoxidil (5%) plus daily; Mode of Administration:
Finasteride (0.1%) as lipid Topically Duration of treatment:
solution. 24 weeks

Comparator Agent

Arm B: Minoxidil (5%) lipid
solution. Arm C: Finasteride
(0.1%) lipid solution. Arm D:
Matching lipid solution placebo.

Dose: 01 ml; Frequency: twice
daily; Mode of Administration:
Topically Duration of treatment:
24 weeks

Inclusion Criteria

Age From 18.00 Year(s)

Age To 45.00 Year(s)

Gender Male

Details 1. Male patients in good general physical and mental health, with
Androgenetic alopecia.
2. Subjects willing to provide written informed consent, indicating that
they thoroughly understand the purpose of and procedures required
for the study and are willing to participate in the study.

Exclusion Criteria
Details 1. Concomitant dermatological disorders on the scalp other than

Androgenetic alopecia.

2. Serious cardiovascular diseases (uncontrolled hypertension,
angina pectoris, myocardial infarction, etc.), renal diseases or
hepatic diseases.

3. History of drug hypersensitivity (including contact dermatitis to
cosmetics), breast disorders (including gynecomastia, breast
enderness) or testicular disorders (testicular growth, testicular pain).
4. History of treatment with a systemic or locally acting medication
which may interfere with the study objectives, such as Minoxidil
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Method of Generating
Random Sequence

Method of
Concealment

Blinding/Masking
Primary Outcome

Secondary Outcome

Target Sample Size

Phase of Trial

Date of First
Enrollment (India)

Date of First
Enrollment (Global)

Estimated Duration of
Trial

Recruitment Status of
Trial (Global)

Recruitment Status of
Trial (India)
Publication Details
Brief Summary

treatment in the 06 months prior to dosing, Finasteride treatment in
the 12 months prior to dosing, or treatment with other investigational
hair growth products in the 06 months prior to dosing

5. Ongoing use of prohibited medications (as specified in the
protocol)

6. Use of any investigational product within 03 months prior dosing of
study drug

7. Judged by the investigator as otherwise being unsuitable for
participation in this trial.

Computer generated randomization

Not Applicable

Participant, Investigator, Outcome Assessor and Date-entry Operator Blinded

Outcome Timepoints

1) Change from baseline in Target Area Hair Baseline to week 24
Count (TAHC)
2) Change in the Subject Self Assessment (SSA)

Score

Outcome Timepoints

1) Change in the Investigator assessment score
2) Evaluation of pharmacokinetic profile

At the end of study

Total Sample Size=160
Sample Size from India=160

Phase 4

01/04/2016

No Date Specified

Years=1
Months=7
Days=0

Not Applicable

Not Yet Recruiting

NA

Many factors cause clinical hair loss, or alopecia, including endocrine abnormalities, genetic
predisposition, systemic illness, drugs, psychological abnormalities, diet, trauma, infections,
autoimmunity, and structural hair defects. Because of the multiplicity of disorders that can result in
hair loss, a thorough history and physical examination are important, and ancillary laboratory
workup could be necessary.

Androgenetic Alopecia (AGA) produces patterned hair loss, beginning with
bitemporal recession of the frontal hair line, followed by diffuse thinning over the
vertex. Over time there is complete hair loss centrally on the vertex, producing a
bald patch. Currently there are two treatments available for the treatment of AGA
in men: topical Minoxidil and oral Finasteride. The efficacy study with the
combination of topical Minoxidil and oral Finasteride indicates that the best
results recorded with a combination of Finasteride and Minoxidil compared with
either of the treatment alone. Subjects receiving Finasteride in combination with
Minoxidil showed statistically significant improvement (p<0.05) over Minoxidil only

page5/6




CLINICAL TRIALS REGISTRY - INDI/ : IS\ byl
e o | g NEIIES o o
{INDIAN COUNCIL OF MEDICAL RESEARCH) - I | .- et 5 “

ot CTRI Website URL - http://ctri.nic.in

recipients. No significant side-effects related to the drugs were observed. The
study with topical application of Minoxidil and Finasteride indicated that the
combination treatment leads to better hair growth. Combination therapy was

thrice as effective as any one of them. Further, the quality of the newly grown hair
was also better in the combination group.
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29-Jun-2015

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

2" 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™)
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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
2" 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”)

LAMEDA
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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
Taerolimus0.1% Topical Ointment Formulations In Adult Patients With Moderate To
Severe Atopic Dermatitis” (“Clinical Trial”) 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 In this Agreement, the following terms shall have the following meanings:
Term Meaning
“Compound” Tacrolimus0.1% Ointment(Test)
Protopic® (tacrolimus) [Reference]
Manufactured by:Intas Pharmaceuticals Limited
Manufactured for:Intas Pharmaceuticals Limited
“CRF” Case Report Form
“CRO Contract/Clinical Research Organization

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

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

DOGT? 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/ICH/135/95) as may be amended from time to time.

“Site Investigator File” The file maintained by the Investigator containing the
documentation specified in section 8 of ICH 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/Institution 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.

22 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.

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

2.3

24

2.5

26

2.0

Thie Investigator and Institute is also responsible for supporting Sponsor and Lambda in
resolving any technical issues encountered during the performance of the Clinical Trial
and 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.

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.

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.

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.

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,
ete.);

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

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

¢)  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.

1)  Archival of study documents including source data/patient medical records in
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,

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

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 right 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 for supporting LAMBDA 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.

32 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.

33 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

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

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 Investigator Brochure 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.

- 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 1 months; 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

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

43

4.4

4.5

4.6

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.

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

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

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

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.

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.

6.1

6.2

Period of validity of the Agreement

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.

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

LAMEDA
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7.3

7.4

75

7.6

77

7.8

LAMEDA
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e Archival of study documents including source data as referred to in para 2.7
and 14.3 -

e 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-
related monitoring, audit and inspection;

e Confidentiality as per para 11

Data ownership / Intellectual property rights

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

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.

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 atithority does not transfer the ownership thereof.

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.

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.

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

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

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.
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7.9

8.1

9.1

9.2

9.3

9.4

9.5

9.6

9.7

9.8

LAMEDA
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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.

Publication

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

Indemnity / Liability

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).

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.

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

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.

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.

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.

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

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

7
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10

10.1

11

112

11.4

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.

Compensation / Insurance

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

Confidentiality

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.

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 turn to use for its own or another’s
advantage, any confidential information received during the conduct of projects covered
by this Agreement.

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.

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.

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

L1.3

11.6

LAMEDA &
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Confidential information shall remain 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.

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.

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.

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

11.9

12

12.1

12.2

123

13

1:3.1

14

Any previous Confidentiality Agreement between Sponsor and/or LAMBDA and the
Investigator or the Institution shall ‘be superseded by the confidentiality obligations in
this Agreement.

Privacy

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

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.

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.

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.

Independent Contractor

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 LAMBDA’s / Sponsor’s name or trademarks in any public
disclosure, without LAMBDAs / Sponsor’s prior written permission.

Termination

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

15

15:1

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.

Record retention

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.

LAMBDA
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15.2

153

15.4

155

15.6

16

16.1

17
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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, and 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 /or the Institution shall inform Sponsor in the event of relocation or
transfer of archiving responsibilities.

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.

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.

In the event that Sponsor remocves 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.

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.

Representation and Warranty

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.

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

171 This Agreement shall be governed by and mterpreted in accordance with the laws of
India in Ahmedabad. '

18 Notice

18.1 All notices shall be delivered to the following addresses:

CRO : 5
Address: Lambda Therapeutic Research Ltd
Plot No. 38, Near Silver Oak Club, S G Highway, Gota
Ahmedabad 380061, Gujarat, India.
Telephone: +91 79 4020 2020
Fax: +91 79 4020 2021

Contact person: Dr. Kiran Marthak

Investigator: Dr. Ramesh Bhat M.

Address: Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,
Kankanady,

Mangalore-575002
Telephone Number: 08242238261

Fax Numer: -

Institution

Address : Father Muller Charitable Institutions,
Father Muller Medical College,
Kankanady,

Mangalore-575002

Contact Number:; -
Contact Person: 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 ¢) If sent by telefacsimile - at 9:00 am on the second day of
delivery. '

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

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 the parties 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.

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

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:
Sign: \

Mr. Raviraj Karia

Sr. GM, Finance,

Lambda Therapeutic Research Ltd

Date: |! !_Tfp\.\ [20]¢

Witness: \/

ol 6
Sign: ’/ Date: |\ 304 2006,
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:

Date: 'é ]FM’ ?/47)6

Sign: »ﬂ W qJ_&fwv

Rev. Father. Patrick Rodrigues
Director EV. FR PATRICK RODRIGUES

) L Director
Father Muller Charitable Insfjtutiony| ep CHARTABLE ISTITUTIONS
Father Muller Medical College,, \...:ller Road, Kankanady
Kankanady, Mangalore-575 002

Mangalore-575002

Witness:
D, S~
Sign: o Date: I,G l}Tc,LtAJ ?.,Ol,(:

I

Witness Name: Mrs. PreethalLinet Pereira
Designation: Secretary

Department/Work Unit:  Department Of Dermatology

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

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: J)/{
/6
vﬁ [ 016
Sign: Date: ﬁ/JGM/\ /

Dr. Ramesh Bhat

Professor and HOD,

Department of Dermatology, Venereology and Leprosy,
Father Muller Medical College,

Kankanady,

Mangalore-575002

Witness:

Sign: [&Qo(ﬂ/\‘ﬁw Date: [ 6) j&/m /.;3 O[,é
p] { /
Witness Name : J{a/uz Leran ﬁoc'&f“g'u.é;;
Witness Address: /9/\4 C,L,{f
./ Noobansti. N aﬁ A

lﬁamaf\jm’x fmf
Mw»j ~ERE Dad -

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

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

Tacrolimus0.1% Topical Ointment Formulations In Adult Patients With Moderate To
Severe Atopic Dermatitis”

LAMEDA
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Protocol: 175-14 Investigator CTA (Tri-Partite)

Schedule B
Budget and Pavment Agreement:

(D Budget
INVESTIGATOR GRANT BREAKUP I
Items| Visit01 | Visit02 | Visit03 | Visit04 | Visit05 | Visit 06 Total
Investigator Grant| 5000 3000 + 3000 3000 4000 1000 19000
Co-ordinator Grant| 1500 1000 1000 1000 00
ECG (12 Lead)| 400 i
Administrative Charges 200
Institute Overhead (15 %) 975 600 600 600 750 225 3750
PK Sample Charge
Patient Compensation
Total Grant
Unscheduled Visit : 1500/UV
Note:

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

e 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

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

The above budget also includes the

Investigator (s), other team members fees

b. The cost which would be incurred for stationary, cupboard, courier, telephone,
fax, internet and electricity bills etc.

c. Patient recruitment

d. e-Case Report Form comp‘letion

¢. Data Clarification Form Resolution

f. Consultation charges

(I1) Payment Schedule

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

a)

b)

d)

f)

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

A complete and evaluable patient is defined as follows:
e all procedures must be performed according to the protocol
e a patient will only be included according to the inclusion/exclusion criteria

e all data are documented completely and accurately

All payments will be on a 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.

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.

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

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.

LAMSDA
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Protocol: 175-14 Investigator CTA (Tri-P artite) 29-Jun-2015

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 provided 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 / TAN Number: AAATF0345D0

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

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
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.

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 A/C Payee Cheques to the Institution/Investigator.

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.

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

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

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.

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.

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 .

All screen failure patients payments will be made post LPLV.

For any disputed payments from the invoices, site will communicate through proper
channel of LAMBDA.
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FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002
Karnataka, India

Tel : 0824-2238399
e-mail: fmiethicscommittee@gmail.com

CHAIRPERSON SECRETARY
Dr. Ashok Shenoy Dr. Shivashankara A.R.,
Professor of Pharmacology Associate Professor of Biochemistry,
KMC, Mangalore-575001 Father Muller Medical College
Phone' : +919880530703 ‘ Mangalore - 575 002
E-mail: ashok.shenoy@manipal.edu Phone : +919880146133

E-mail: arshiva72@gmail.com
Ref. No : ... EMMC/FMIEC/2997/2016 Duge 12092016
To,
Dr.Sukumar D

Principal Investigator

Prof and HOD, Department Of Dermatology,
Father Muller Meducal College Hospital
(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady,

Mangalore - 575002, India.

Ref:Protocol GPL/CT/2014/022/1I1: “A Randomized, Double-Blind, Placebo-Controlled,
Comparative, Prospective, Multicentre Trial to Assess Efficacy and Safety of Apremilast
Tablets in Subjects with Moderate to Severe Plaque Psoriasis who are Candidates for
Phototherapy or Systemic Therapy”Subject: Ethics Committee Approval of the Essential
documents for the above mentioned Clinical trial.

Dear Dr.Sukumar D,

The Father Muller Institutional Ethics Committee, Father Muller Medical College reviewed
and discussed your application to conduct the clinical trial Protocol GPL/CT/2014/022/11I:
“A Randomized, Double-Blind, Placebo-Controlled, Comparative, Prospective, Multicentre
Trial to Assess Efficacy and Safety of Apremilast Tablets in Subjects with Moderate to Severe
Plaque Psoriasis who are Candidates for Phototherapy or Systemic Therapy” on 10 Sep 2016
at3:00 PM




We have rechecked for following documents:

Protocol Version 3.0 dated 28-Sep-2015

Investigator’s Brochure, Edition 1.0 dated 24-Mar-2015

Case Report Form (Version 1.0) dated 16-Jul-2015

Patient Information Sheet and Informed Consent Form in English, Core_3.0 dated 28-

Sept-2015 customized for Dr. Sukumar D on27-Jun-2016

5. Patient Information Sheet and Informed Consent Form in Kannada, Core_3.0 Kannada

1.0 dated

14-Oct-2015 customized for Dr. Sukumar D on28-Jun-2016

6. Patient Information Sheet and Informed Consent Form in Malayalam,Core 3.0
Malayalam 1.0 dated14-Oct-2015 customized for Dr. Sukumar D on28-Jun-2016

7. Patient Information Sheet and Informed Consent Form, Core 3.0 Kannada 1.0 dated 14-
Oct-2015, Customized for Dr. Sukumar D on28-Jun-2016, Back translated from Kannada
to English on 28-Jun-2016

8. Patient Information Sheet and Informed Consent Form, Core 3.0 Malayalam 1.0 dated
14-Oct-2015, Customized for Dr. Sukumar D on28-Jun-2016, Back translated from
Malayalam to English on 28-Jun-2016

9. Subject Diaries in English Version 1.0 dated 3-Jun-2015 (for visit 2, Visit 3, Visit 4, Visit
5 and Visit 6)

10. Subject Diary version 1.0 dated 3-Jun-2015, Translated from English to Kannada on 4-

Jun-2015 -
(for visit 2, Visit 3,Visit 4,Visit 5 and Visit 6)

11. Subject Diary version 1.0 dated 3-Jun-2015, Translated from English to Malayalam on 4-
Jun-2015 (for visit 2, Visit 3,Visit 4,Visit 5 and Visit 6)

12. Psoriasis Area and Severity Index (PASI) sheet and Psoriasis Global Assessment (PGA)
Sheet

13. Insurance Endorsement: Endorsement No. 01-P0000433-CLT-R002 valid from 1 July
2015 to 30 June 2016

14. Investigator’s undertaking - Dr. Sukumar D

15. Investigator’s Curriculum Vitae& MRC - Dr. Sukumar D

16. DCGI Submission letter dated 12-Oct-2015

17. DCGI Approval Letter

18. Justification for the use of placebo

ol

And also rechecked updated insurance certificate No: 4067-16-17-Glenmark-001, Policy No:
4067/119088310/00, Policy Period: From Friday Jul 01, 2016to Friday Jun 30, 2017for the above
referenced study.



The following members of the Ethics Committee were present at the meeting held on 10 Sep

2016 at 3:00 PM.
S1 | Name Qualification | Designation/ Title Affiliations
No. as to the
Institution

1. | Dr. Ashok Shenoy MD Chairperson No

2. | Mr. Eric Sequeira BA, BL Member - Legal Expert No

3. | Dr.Shivashankara AR. | M.Sc.,, Ph.D | Member Secretary Yes

4. | Dr. Sudhir Prabhu MD Joint Secretary Yes

5. | Dr. Varadaraj Shenoy MD, DCH Member-Clinician Yes

6. Dr. Safeek A.T. DPM, DNB Member-Clinician Yes

7. | Dr. Kurian P.J. MD Member -Homeopathy Yes
Expert

8. | Mr. Sudeep Pais MPT Member -Physiotherapy Yes
Expert

9. Fr. Dr. Leo D’Souza M.Sc, Ph.D Member-Ethicist No
/Philosopher

10. | Mrs.Veena Manoj MA, B.Ed Member - Lay Person No

11. | Dr.Anuradha Shetty MSW Member - Social Scientist No

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

S1 Name Qualification | Designation/ Title Affiliations
No as to the

Institution
12. Prof. Irene T.R. Alvares M.Sc. Member - Nursing Yes




At the Ethics Committee meeting held on 10 SEP 2016, previous queries and sponsor
justification letter along with supporting documents were examined and discussed. After
due consideration, the committee has decided to approve the conduct of the study.

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, any SAE occurring in the
course of the study, any changes in the protocol and patient information/informed consent
and asks to be provided 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,

Dr. Shivashankara A.R.

Member Secretary/Chairman,

Father Muller Institutional Ethics Committee,
Father Muller Medical College,

Kankanady, Mangalore — 575002,

Karnataka, India.

Dr. Shivashankara A.R., PhD.
Secretary
Father Muller Institutional Ethics Committee



Rajiv Gandhi University of Health Sciences, Karnataka
4th T Block, Jayanagar, Bangalore - 560 041

PROCEEDINGS OF THE RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES,
BANGALORE

Sub: Financial assistance for Research under RGUHS
sanction of grant-in-aid for various teaching faculties of
affiliated institutions of RGUHS - reg.

Ref: 1. University notification No: RGUHS/Adv.Research:
2015-16 dated:29-04-2015

2. Approval of the Syndicate in its 116t meeting held
on 16t December 2015.

READ:

One of the main objectives of the University is to promote research activities
in the University and also affiliated colleges. In this regard University had invited
applications for financial assistance for conducting of advanced research projects
for the year 2015-16. University had received 366 research proposals. The
University had earmarked Rs.5.00 crores in its budget estimate for the year 2015-
16 for this purpose. In order to meet this expenditure the concerned Subject
Experts as suggested by the concerned BOS PG chairpersons and the Expert
Committee comprising of all the BOS PG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the University.
Such of the proposals which have fulfilled the norms have been recommended by
the Expert Committee for sanction of grants.

The Syndicate in its 116t meeting held on 16t December 2015 has
approved to sanction the grant-in-aid as per the recommendations of Expert
Committee for 159 selected proposals in medical, dental, pharmacy, ayurveda,
nursing, physiotherapy, allied health sciences and BNYS faculties for the year
2015-16.

As per the decision of the Syndicate the following orders are made.

ORDER NO. RGU: Adv. Res.:Proposal-M-97: 2015-16 DATE:05-01-2016

Pursuant to the approval of the Syndicate, sanction is hereby accorded for
release of grant-in-aid amounting to Rs. 4,85,000-00 (Rupees Four lakhs eighty five

thousand only) towards research proposal “A Comparative and Correlative Study of

Professgr and Heaﬁ
1 Department of Biochemistry
Father Muller Medical College
Kankanady, Mangalore-575002



Glycoproteins, Enzymes and Oxidative Stress Markers in Blood and Saliva of
Alcohol-Dependent Males” furnished by Dr Shivashankara A.R., Associate Professor
of Biochemistry, Father Muller Medical College, Mangalore-575002. for the year
2015-16. The Grant-in-aid will be released in the name of Director /Principal of
Father Muller Medical College, Mangalore subject to following terms and conditions

mentioned hereunder.

1. The Principal / Head of Institution shall open a separate joint account for
the financial grant released by RGUHS in the name of Principal / Head of
the Institution and the Principal Investigator.

2. Principal / Head of the Institution and the Principal Investigator shall be
responsible for the accounts and the proper utilization of the funds. The
grants released shall be used only for research purpose.

3. 50% of the grant-in-aid approved by RGUHS shall be released as 1
installment. 25% of the grant-in-aid shall be released after the Utilization
Certificate for the money released in the 1st installment is given. Balance of
15% shall be released after the Utilization Certificate for the money released
in the 2nd installment is given. Remaining 10% will be released after the
submission of Project Report to the University. Audit report shall be
submitted along with every Utilization Certificate.

The bifurcation of grant-in-aid as per the above criteria applicable to you is

as follows:

(1 Total grant-in-aid sanctioned Rs. 4,85,000-00
2 First Installment (50%) Rs. 2,42,000-00
3. Second Installment (25%) Rs. 1,21,000-00
4. Third Installment (15%) Rs. 74,000-00
5. Fourth Installment (10%) Rs. 48,000-00

4. The project shall be completed within 2 years from the time of release of 1t
installment of grant-in-aid. However, the University in deserving cases may
extend this time frame. '

5. Principal Investigator shall furnish project status report once in six months
till the completion of the project.

6. During the research work, officials of the Expert Committee along with
Subject Experts shall reserve the right of inspection.

Professor and H

ead
Department of Biochemistry
Father Muller Medical College
Kankanady, Mangalore-575002



8. ICMR and M(CJ] guidelines especially with regard to ethical issues shall be
followed strictly in the research activity.

should strictly be adhered to.
10.Research project shall be published in nationa.l/intemational indexed
Journals after the completion of the project. During such publication it is

reserves the right to take appropriate action.
17.In research proposals involving clinjcal trials, if any untoward incidence

occurs, it is the responsibility of the Principal Investigator and the
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FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002
Karnataka, India

Tel : 0824-2238399
e-mail: fmiethicscommittee@gmail.com

CHAIRPERSON SECRETARY

Dr. Ashok Shenoy ' Dr. Shivashankara A.R.,
Professor of Pharmacology Associate Professor of Biochemistry,
KMC, Mangalore-575001 Father Muller Medical College
Phone : +919880530703 Mangalore - 575 002

E-mail: ashok.shenoy@manipal.edu Phone : +919880146133

E-mail: arshiva72@gmail.com

Rif No-2 coisvnisidisasissssitissoponsses D N - I
o No - iNic FEMIEC/4451/2017 e & s 0

Protocol Title:* A Prospective, observational post marketing surveillance study evaluate the |
effectiveness and safety of secukinumab in Indian patients with moderate to severe plague psoriasis

requiring systemic therapy”

Protocol No: ’ >

ﬂ

Principal Investigator: Dr. Jyothi Jayaraman

Name & Address of Institution :
Dept. of Dermatology

Father Muller Medical College,
Kankanady, Mangalore - 575002

i

New review: Exemptreview Expedited review Full review v/

Review of Revised Submission: 11.11.20 17

Date of review:11.11.2 017

Pate of previous review, if revised application: 19.12.2016
Decision of the Ethics Committee:

> Approved v’

> Approved with suggestions

> Revision/ Resubmission

> Rejected i

Suggestions / Reasons/Remarks: The changes in informed consent documents are reviewed and
approved.

I_Recommended for a period of : One Year

Please note:
> Inform Ethics Committee immediately in case of any adverse events and serious adverse events.
> Inform Ethics Committee in case of any change of study procedure, site and investigator.
> This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.
> Members of Ethics committee have right to monitor the trial with prior intimation.

-




Following Members of the Committee reviewed and Approved the Research Proposal.

Dr.Ashok Shenoy

Professor of Pharmacology

Chairperson

Mr.Eric Sequeira

Lawyer

Member -legal expert;
vice chairman

Dr.Shivashankara A.R.

Biochemistry faculty

Member Secretary

Dr.Sudhir Prabhu

Community Medicine Faculty

Joint Secretary

Dr.Varadraj Shenoy

Professor of Pediatrics

Member-Clinician

Dr.Safeek AT Professor of Psychiatry Member-Clinician
Dr .Kurian PJ Homeopathy faculty Member ~-Homeopathy Expert
Mr.Sudeep Pais Physiotherapy Faculty Member -Physiotherapy Expert

Fr.Dr.Leo D’Souza

Director of Applied Biology Laboratory

Member-Ethicist /Philosopher

Mrs.Veena Manoj

MA, BEd. Qualified

Member - Lay Person

Prof .Irene Alvares

Professor Nursing

Member-Nursing expert

Dr. Anup Kumar Shetty

Microbiology Faculty

Member - Basic Medical Scientist

Mrs.Anuradha Shetty

School of Social Work faculty

Member- Social Scientist

"

Dr. Shivashankara AR
Member Secretary

Father Muller Institutional Ethics Committee




Y
FATHER MULLER MEDICAL COLLEGE

ACCREDITED BY NAAC WITH ‘A’ GRADE
(FMMC is a Unit of Father Muller Charitable Institutions)

Father Muller Road Phone . 0824-2238000 (Prime Number)
Kankanady . 0824-2238331 (Office)
Mangaluru - 575 002 . 0824-2238330
Karnataka, India, Tel / Fax: 0824-2436352 {Dean)
E-mail  : deanfmmc@yahoo.com
Website :  www.fathermuller.edu.in
Ref. NOS woiiisnmm. Date & i
FMMC/Res/001/2018 28.07.2018
Dr Venkatesh G.S,,

Director, Advance Research,

Rajiv Gandhi University of Health Sciences,
41T’ Block, Jayanagar,

BANGALORE 560 041.

Sir,
Sub.: Request for change of Principal Investigatorship.
Ref.: Order No. RGU:Adv.Res.:Proposal-M-53:2015-16 dated 05.01.2016.

With reference to the above, we would like to bring to your kind notice
that vide Order cited above, Dr Princy Louis Palatty was the Principal

Investigator of the project entitled “Mechanistic studies to decipher the pathways
responsible for the skin care effects of Sandalwood (Santalum album Linn), a
medicinal plant indigenous to Karnataka: cell culture and in vitro studies”,

Now Dr Princy Louis Palatty has resigned from our Imstitutions w.e.f.

24.07.2018. Hence, she will not be continuing as the Principal Investigator of the
above project. Dr Shivashankara A.R., Associate Professor of Biochemistry has
agreed to take over as the Principal Investigator for the above Project, as he is
involved in this study and aware of the process.

Hence, I request you to kindly transfer the Principal Investigatorship to Dr

Shivashankara A.R,, Associate Professor of Biochemistry for the above Project.

Thanking you,

Yours faighfﬁk:




Rajiv Gandhi University of Health Sciences, Karnataka
4th T Block, Jayanagar, Bangalore — 560 041

PROCEEDINGS OF THE RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES,
BANGALORE

Sub: Financial assistance for Research under RGUHS
sanction of grant-in-aid for various teaching faculties of
affiliated institutions of RGUHS - reg.

Ref: 1. University notification No: RGUHS/Adv.Research:
2015-16 dated:29-04-2015

2. Approval of the Syndicate in its 116% meeting held
on 16t December 2015.

READ:

One of the main objectives of the University is to promote research activities
in the University and also affiliated colleges. In this regard University had invited
applications for financial assistance for conducting of advanced research projects
for the year 2015-16. University had received 366 research proposals. The
University had earmarked Rs.5.00 crores in its budget estimate for the year 2015-
16 for this purpose. In order to meet this expenditure the concerned Subject
Experts as suggested by the concerned BOS PG chairpersons and the Expert
Committee comprising of all the BOS PG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the University.
Such of the proposals which have fulfilled the norms have been recommended by
the Expert Committee for sanction of grants.

The Syndicate in its 116t meeting held on 16% December 2015 has
approved to sanction the grant-in-aid as per the recommendations of Expert
Committee for 159 selected proposals in medical, dental, pharmacy, ayurveda,
nursing, physiotherapy, allied health sciences and BNYS faculties for the year
2015-16.

As per the decision of the Syndicate the following orders are made.

ORDER NO. RGU: Adv. Res.:Proposal-M-53: 2015-16 DATE: 05-01-2016

Pursuant to the approval of the Syndicate, sanction is hereby accorded for
release of grant-in-aid amounting to Rs. 4,61,000-00 (Rupees Four lakhs sixty one

thousand only) towards research proposal “Mechanistic studies to decipher the



RN
pathways responsible for the skin care effects of Sandalwood (Santalum album
Linn), a medicinal plant indigenous to Karnataka: cell culture and in vitro studies”
furnished by Dr Princy L Palatty, Chair in UNESCO Bioethics South India Unit,
Professor, Department of Pharmacology, Father Muller Medical College, Mangalore
575002 for the year 2015-16. The Grant-in-aid will be released in the name of
Director of Father Muller Medical College, Mangalore subject to following terms and

conditions mentioned hereunder.

1. The Principal / Head of Institution shall open a separate joint account for
the financial grant released by RGUHS in the name of Principal / Head of
the Institution and the Principal Investigator.

2. Principal / Head of the Institution and the Principal Investigator shall be
responsible for the accounts and the proper utilization of the funds. The
grants released shall be used only for research purpose.

3. 50% of the grant-in-aid approved by RGUHS shall be released as 1st
installment. 25% of the grant-in-aid shall be released after the Utilization
Certificate for the money released in the 1st installment is given. Balance of
15% shall be released after the Utilization Certificate for the money released
in the 2nd installment is given. Remaining 10% will be released after the
submission of Project Report to the University. Audit report shall be
submitted along with every Utilization Certificate.

The bifurcation of grant-in-aid as per the above criteria applicable to you is

as follows:
1 ‘ Total grant-in-aid sanctioned Rs. 4,61,000-00
5. | First Installment (50%) Rs. 2,30,000-00

3. Second Installment (25%) Rs. 1,16,000-00
Pf. Third Installment (15%) - 69,000-00
5. Fourth Installment (10%) Rs. 46,000-00

4. The project shall be completed within 2 years from the time of release of 1%
installment of grant-in-aid. However, the University in deserving cases may
extend this time frame.

5. Principal Investigator shall furnish project status report once in six months
till the completion of the project.

6. During the research work, officials of the Expert Committee along with
Subject Experts shall reserve the right of inspection.
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All the details about the conduct of research activity along with documents
should be properly maintained by the Principal Investigator. He/She should
submit such details of research to monitoring committee or to the University
whenever it is called for.

ICMR and MCI guidelines especially with regard to ethical issues shall be
followed strictly in the research activity.

Regarding ethical issues in various faculties, the guidelines prescribed in the
apex bodies or any other related authorities regarding the conduct of study

should strictly be adhered to.

10.Research project shall be published in national/international indexed

14

12.

13.

14.

15.

16.

17.

journals after the completion of the project. During such publication it is
the duty of the Principal Investigator to acknowledge the assistance given by
the University as a source of funding for the research activity.

In case the Principal Investigator discontinues the research work under
unforeseen circumstances, the co-investigator shall continue the research
work and complete the project with the approval of the University. It is the
responsibility of the Principal/Head of the Institution to ensure, in such
circumstances, that the research is completed with the co-investigator of the
research project.

It is the responsibility of the Principal/Head of the Institution and Principal
Investigator to ensure that research work is completed within the stipulated
time.

The grants released by the University shall not be utilized for the purpose of
purchase of equipments.

The honorarium for the supportive staff, purchase of consumables, tests
carried outside the institution because of lack of infrastructural facilities in
the institution, travel grants for attending conference for presenting the
research work and for publication of papers in national / indexed journals
shall be met out of the grant-in-aid.

After the completion of the project the entire project report shall be
submitted to the University and will become property of the University.

If any of the conditions mentioned above are not adhered to by the
Principal/ Head of the Institution and the Principal Investigator, University
reserves the right to take appropriate action.

In research proposals involving clinical trials, if any untoward incidence

occurs, it is the responsibility of the Principal Investigator and the

3



Institution to deal with the same and the University will not take any
responsibility in this regard. The Principal Investigator is advised to enter
into insurance schemes to meet any such adverse eventuality as per the

decision of the IEC.

Further the Principal / Head of the Institution and Principal Investigator has to
submit a joint affidavit duly signed by both of the Principal / Head of the
Institution and Principal Investigator which has to be notarized mentioning all the
conditions from Sl.No.1 to 17 and stating that they will be abide by the conditions
stipulated in this order.

Only after the receipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiated. These documents have
to be submitted to the Director, Advanced Research, RGUHS (superscribing the
documents as (“Advanced Research proposal’) either in person or by post on or
before 18th January 2016 without fail. Soft copies of these documents shall also
be sent to rguhsresearch@gmail.com before 18t January 2016.

Cheque has to be collected in person at Advanced Research Wing of RGUHS
after the intimation from the University and no representatives are allowed to
collect the cheque.

By order

( /""\'\.,f“"‘""b L
Advanced Research
To

1. Diretor, Father Muller Medical College, Mangalore
2. Dr Princy L Palatty, Chair in UNESCO Bioethics South India Unit, Professor,

Department of Pharmacology, Father Muller Medical College, Mangalore
575002

Copy to:

1. PA to Vice-Chancellor/Registrar /Finance Officer, RGUHS
2. Office copy.



AFFILIATION AGREEMENT FOR RESEARCHERS

This Affiliation Agreement (“Agreement”) is made at Mumbai and entered into on day
of 20186, effective as of (“Effective Date”) by and between

Novartis Healthcare Private Limited, a company incorporated under the provisions of the
Indian Companies Act, 1956 and having its registered office at Sandoz House, Dr. Annie Besant
Road, Worli, Mumbai-400 018, hereinafter referred to as “Novartis” (which expression shall
unless repugnant to meaning or context mean and include its successors and assigns) of the
One Part

AND

Dr. Jyothi Jayaraman, consulting at Father Muller Medical College Hospital, Kankanady,
Mangalore-575002, Karnataka, India, hereinafter referred to as “Researcher” (which
expression shall unless repugnant to meaning or context mean and include his/her heirs,
executors, administrators and assigns) of the Second Part.

AND

Father Muller Medical College Hospital, Father Muller Road, Kankanady, Mangalore-
575002, Karnataka, India with payee name as Father Muller Research Centre and bearing
PAN No. AAATF0345D, hereinafter referred to as “Institution” (which expression shall unless
repugnant to the context shall mean and include its successors and permitted assigns) of the
Third Part;

(Novartis, Researcher and the Institution may hereinafter be individually referred to as ‘Party’
and collectively as ‘Parties’)

WHEREAS
A. Novartis is involved in research, sale and marketing of pharmaceutical products in India
while the Researcher is a medically qualified doctor having expertise and longstanding
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experience in the area of research on General Medicine and the Institution inter alia with
other services, also provides institution facilities, necessary to carry out a clinical study in
accordance with the respective study protocol.

B. The Researcher and the Institution are willing to conduct the study for Novartis as more
particularly set out in Exhibit 1 to this Agreement (“Study”) on the terms and conditions
set forth in this Agreement.

C. The Researcher has been informed by Novartis, that prior approval of the Drugs
Controller General of India (DCGI) for its no objection to conduct the Study has been
applied (wherever applicable as per Indian regulations) for and will be procured prior to
conducting the Study.

D. The Parties now wish to record their arrangement on the terms and conditions and in the

manner hereinafter appearing.

NOW THIS AGREEMENT WITNESSETH AND IT IS HEREBY AGREED BY AND BETWEEN THE PARTIES

HERETO as follows:

1.

Upon obtaining the approval of the Ethics Committee and other authorities as may be
prescribed under the Drugs and Cosmetics Act, 1940, the Researcher hereby agrees to
conduct the Study in accordance with the Study protocol. Further the Researcher shall
render timely support in the registration process of the Study with the Clinical Trial Registry
of India (CTRI).

In consideration of the Researcher conducting the Study, Novartis shall pay the Researcher,
the amount as mentioned in Exhibit 1 of this Agreement.

Novartis shall in its sole discretion, reimburse reasonable out-of-pocket expenses actually
incurred by Researcher while conducting the Study (such as for travel in accordance with
Novartis’ travel policy and international courier charges). Reimbursement of such expenses
is subject to production of receipts or other evidence of payment and a written pre-approval
of Novartis for incurring such expenses.

Novartis shall make payments to the Institution in accordance with Exhibit 1 herein and
based on the Case Report Forms (CRF) to be provided to Novartis by the Researcher.

Novartis shall pay all undisputed amounts within a period of sixty (60) days after receipt of
the respective CRFs. All payments shall be subject to deduction of tax at source at prevailing
rates. Payment by Novartis in terms of this Agreement shall be full and complete discharge
of its payment obligations and Researcher shall not have any claim in connection with the
same.
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4. Safety Reporting Requirements: The Researcher hereby agrees and undertakes to follow
the Novartis requirements of identifying and reporting all adverse events (AEs) /Serious
Adverse Events (SAEs) and pregnancy exposures to Novartis Drug Safety & Epidemiology
unit as per the process described in the Study specific protocols.

5. Any information relating to Novartis or its affiliates or any of their businesses, business plans,
operations or products acquired by Researcher in the course of this Agreement, and any
information generated in connection with the Services, (collectively, “Information”) shall be
kept strictly confidential by the Researcher and/or the Institution and shall not be used except
as necessary to conduct the Study as contemplated hereunder. The Researcher and the
Institution shall not disclose such Information to any third party without Novartis’ prior written
consent. These obligations shall also remain in force after expiry of term of this Agreement.
Upon request of Novartis, the Researcher and/or the Institution shall promptly return to
Novartis or destroy any documents and computer data containing any Information, and any
materials supplied by Novartis.

The obligations specified in this Section shall not apply to Information which the Researcher
and/or the Institution can demonstrate by written evidence: (a) is (at the time of disclosure) or
becomes (after the time of disclosure) known to the public through no breach of any
obligations by the Researcher; (b) is disclosed to Researcher by a third party who is entitled
to disclose it without breaching any confidentiality obligation; (c) was known to, or otherwise
in the possession of the Researcher prior to the time of disclosure by Novartis; or (d) is
developed by Researcher independently of any information disclosed by Novartis or any of
its affiliates.

However, the Researcher and/or the Institution may disclose such Information if compelled to
do so by a court, administrative agency or other tribunal of competent jurisdiction; provided
however, that the Researcher and/or the Institution shall first provide prompt written notice to
Novartis of any such requirement so that Novartis may seek a protective order or other
remedy from such court, agency or tribunal and the Researcher and/or the Institution shall
only disclose that portion of the Information that, in the reasonable opinion of its legal
counsel, is required to be disclosed.

6. The Researcher and/or the Institution shall not make any publication (oral or written)
containing any Information without the prior written approval of Novartis. Prior to Researcher
and/or the Institution making any publication, it shall provide a sixty (60) days prior written
notice and a copy of the proposed publication to Novartis. Novartis shall respond to the said
notice within a period of thirty (30) days from receipt of such submission and intimate its
objection, if any, to the use of any Information in such publication. The Parties shall timely
and in good faith discuss all disputes and issues and the Researcher and/or the Institution
shall not make any publication until such dispute is resolved between the Parties.
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7.1

7.2

This Agreement shall be effective from and shall remain in
force until 31 August 2019 (both days inclusive) unless earlier terminated in
accordance with this Section.

(a) Either Researcher or Novartis (being the Party not in breach) may terminate
this Agreement forthwith

(i) Upon expiry of fourteen (14) days from the Party not in breach notifying the other
Party of the breach of any of the other‘s obligations under this Agreement and the
other Party so notified failing to remedy the breach within the said fourteen (14)
days;

(ii) In the event of other Party being unable to pay its debts as they fall due, entering
into any scheme of arrangement or composition with, or assignment for the
benefit of all or any class or creditors, is wound up or has a liquidator, provisional
liquidator, receiver and manager or statutory or other official manager appointed
over all or any part of its property.

(b) Novartis alone shall be entitled to terminate this Agreement:

(i) for convenience and without any cost or liability, by prior written notice of (fifteen)
15 days to the Researcher;

(i) forthwith and without notice in the event of any permission, licenses, approvals
required for the purposes of this Agreement have been withdrawn, cancelled or not
granted or if the Researcher and/or the Institution has been in breach or default of
Novartis code of conduct, Anti bribery Policy.

Termination of this Agreement shall be without prejudice to any claim or right of action of
either Party against the other Party for any prior breach up to date of this Agreement.

On termination or expiry of this Agreement, the Researcher and/or the Institution shall
return and/or destroy all documents and Information received by it from Novartis and
shall not make any copies of the same in any manner whatsoever.

8. The Researcher and/or the Institution confirms that it has no obligations towards any third
party which might conflict with its obligations under this Agreement and that it has received all
required approvals required to conduct the Study under this Agreement including but not limited
to approvals required from the Researcher's employer and/or relevant regulatory body. The
Researcher also confirms that any compliance/disclosure obligations arising herein including
disclosing this contract to any regulatory authority or professional council governing the
professional conduct of the Researcher including the Medical Council of India, shall be the sole
responsibility of the Researcher.
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9. The Researcher and the Institution acknowledge and agree (as applicable) that (a) the
compensation paid for the services as enumerated in Exhibit 1 herein is consistent with the fair
market value in arm’s length transactions, (b) all amounts incurred are legitimate expenses or for
reimbursement of such expenses and/or towards compensation for the performance of the
services. The receipt of such amounts shall be in accordance with all applicable laws,
regulations and policies.

10. Novartis shall be entitled to periodically monitor the progress of the Study.

11. The Researcher and the Institution hereby agrees and undertakes:

a. to provide Novartis, access to and inspection of, all data and documents relating to the Study
and shall ensure co-operation during monitoring of the Study by Novartis.

b. to maintain and secure all the Study records, patient files and source data etc., for a period of
15 (fifteen) years from the end of the Study and shall provide access to the same for regular
monitoring and audits by Novartis and regulatory authorities.

12. It is agreed between the Parties hereto that the commencement of the Study in terms of this
Agreement, shall be subject to the written ‘no objection’ approval by the DCGI (wherever
applicable as per Indian regulations), failing which this Agreement shall stand cancelled and in
that event Novartis shall have no liability whatsoever towards the Researcher and/or the
Institution.

13. This Agreement constitutes the entire understanding between the Parties with respect to its
subject matter and shall supersede any other prior arrangements as to the services.

14. Assignment. This Agreement shall not be assignable in whole or in part without the prior
consent of the other Party, except that Novartis shall be entitled to assign this ~ Agreement or
any rights and obligations pertaining to this Agreement to any of its affiliates or to a company
taking over all or substantially all of its business.

15. The Researcher and/or the Institution shall allow officers authorized by the Central Drug
Standard Control Organization, who may be accompanied by an officer of the State Drug Control
Authority concerned, to enter with or without prior notice, any premises of clinical Study sites to
inspect, search and seize any record, data, documents, books, investigational drugs etc. related
to clinical studies and provide adequate replies to any queries raised by the inspecting authority
in relation to conduct of clinical studies.

16. Applicable law, Venue. This Agreement shall be construed in accordance with, and
governed by, the laws of India The venue shall be at Mumbai and the competent courts at
Mumbai shall have exclusive jurisdiction in that regard.
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17. Notices. Any notice required or authorized to be served hereunder shall be deemed to have
been properly served if delivered by hand, or sent by registered or certified mail, or sent by
facsimile transmission confirmed by registered or certified mail, to the Party to be served at the
address specified by such Party for that purpose, or, if no such address is specified, at the
address given at the head of this Agreement. Notices sent by post shall be deemed to have
been delivered within seven days after the date of posting. Notices sent by facsimile shall be
deemed to have been delivered within 24 hours of the time of transmission.

18. Waivers. Neither Party shall be deemed to have waived its rights under this Agreement
unless such waiver is in writing and signed by such Party and such waiver by one Party of a
breach of any provision of this Agreement by the other Party shall not be deemed to be a waiver
of any subsequent or continuing breach of such provision or of the breach of any other provision
of this Agreement by that other Party. Any delay or omission on the part of any Party in the
exercise of its strict rights hereunder will not impair those rights nor will it constitute a
renunciation or waiver of those rights. All rights, remedies, undertakings, obligations and
agreements contained in this Agreement shall be cumulative, and none of them shall be a
limitation of any other right, remedy, undertaking, obligation, or agreement of any of the Parties.

19. Force Majeure. Neither Party shall be liable to the other Party for any failure to perform any
obligation on its part hereunder to the extent that such failure is due to circumstances beyond its
control which it could not have avoided by the exercise of reasonable diligence. The affected
Party shall however notify the other Party as soon as practicable of the occurrence of any such
circumstance, and the Parties shall meet to consider what steps, if any, can be taken to
overcome any issues.

20. The Researcher and the Institution shall be bound by Novartis Supplier Code a copy of
which is annexed as Annexure A hereto. Researcher and the Institution represent and warrant
to NOVARTIS that it has not corruptly paid, offered to pay, promised to pay and shall not
corruptly pay, offer to pay, promise to pay or authorize the payment directly or indirectly of any
monies, or anything of value to any foreign official, individual, institution, government official,
representative or employee, or to any political party, holder of public office or a candidate for
public office knowing that all or part of the payment will be offered or paid to foreign official,
individual, institution, government official, representative or employee, or to any political party,
holder of public office or a candidate for public office in order to retain business or to secure any
improper advantage whether or not in connection with the Agreement. Researcher and the
Institution further represent and warrant that in exercising its rights and performing its obligations
under this Agreement, it will comply with all policies provided to it by Novartis including the
Novartis Anti-Bribery policy, as amended from time to time. In the event Novartis issues
additional policies in relation to the Researcher's and/or the Institutions' activities under this
Agreement, Novartis will provide Researcher with a copy of the same and the Researcher and
the Institution undertakes to duly comply with such thereafter. The Researcher and the Institution
hereby confirms that it has read and understood the above mentioned policies and guidelines;
and perform its obligations under this Agreement with high ethical and moral business and
personal integrity standards.
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IN WITNESS WHEREOF, the parties intending to be bound have caused this Agreement to be
executed by their duly authorized representatives.

Novartis Healthcare Private Limited Father Muller Medical College Hospital
By: By:
Name: Dr. Apurva Gawai Name: Dr. Jyothi Jayaraman
Title: Head-Medical Affairs Title: Researcher (Principal Investigator)
Date: Date:
By: By:
Name: Dr. Bincy Mehta Name:
Title: Medical Advisor Title: Institution
Date: Date:
Exhibit 1

Description of Services:

A. Study Protocol No: CAIN457AINO1
B. Study Title: A prospective, observational post marketing surveillance study to evaluate
the effectiveness and safety of secukinumab in Indian patients with moderate to severe
plague psoriasis requiring systemic therapy
C. Study to be conducted at Father Muller Medical College Hospital, Kankanady,
Mangalore-575002, Karnataka, India
D. Total Duration of study: 17 months
E. Recruitment period:12 months
F. Total Treatment duration : 16 Weeks + 1 week
G. No. of patients to be recruited : minimum 15
H. Study fees per completed patient in the following manner:-
Payment head Study fee per patient | Study coordinator
per visit fees
Visit1 (Week 0) 15,000 2,500
Visit2 (Week 1) 10,000 2,500
Visit 3 (Week 2) 10,000 2,500
Visit4 (Week 3) 10,000 2,500
Visit 5 (Week 4) 10,000 2,500
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Visit 6 (Week 8) 10,000 2,500
Visit 7 (Week 12) 10,000 2,500
Visit 8 (Week 16) 10,000 2,500
Total amount per 85,000 20,000
patient
NOTE:

Vi.
Vii.

viii.

The total payment to the institution will vary depending upon the total number of
eligible patients enrolled. For each eligible patient with completed eCRF the
institution would be paid @ Rs. 85,000/- only.

The above payment covers cost of all investigations for the patients enrolled in the
study.

In case of any reduction in the number of patients the corresponding amount would
be reduced in the final amount payable to the institution. A minimum of 15 patients
can be enrolled by the Researcher in this study.

Study co-ordinator fees will be 2,500 per visit.

Institutional Overhead charges will be paid as 20% of researcher’s fee upon
submission of appropriate covering letter.

No additional payment in addition to the above mentioned would be paid by Novartis.
All payments are subject to TDS (subject to Government of India, Tax regulations)
and service tax as applicable.

Service tax will be paid on providing valid invoice with relevant details mentioning
Service tax registration number on it.

Annexure A
» Novartis Supplier Code
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ANNEXURE A
NOVARTIS SUPPLIER CODE

Novartis Supplier Code

Version 2.0
June 1, 2014

'y NOVARTIS
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Mowartis Suppler Code

Introduction

“High Performance with Integrity” is a Movartis strategic imperative.

Mowartis promeotes the societal and environmental values of the United Mations Global Compact to its suppliers and
third parties and uses its influence where possible to encourage their adoption. The Novartis Supplier Code (the
“Supplier Code”) is based on the United Mations Global Compact and other international standards or accepted
good practices. The Supplier Code is aligned with the Movartis Code of Conduct.

Mowvartis expects its suppliers to aspire to the standards defined in its Supplier Code.

Mowartis is committed to being a leader in good corporate responsibility, and this commitment is embaodied in the
Supplier Code. The Movartis Responsible Procurement program has been created to extend the Movartis
commitment to conporate responsibility to suppliers and third parties.

Mowartis is a member of the Pharmaceutical Supply Chain Initiative. The Supplier Code is consistent with the
Pharmaceutical Industry Principles for Responsible Supply Chain Management (the "Principles”) for ethics, labor
rights, health and safety, envirenment and related management systems.

+  Mowvartis supplier programs are consistent with the Principles.

*+  Mowvartis believes that society and business are best served by responsible business behaviors and
practices. Fundamentsl to this belief is that business should not only operate in compliance with applicable
laws, rules and regulations, but that our behaviors address underying societal concems.

*  Mowvartis is aware that differences in cultures and laws create challenges to applying these Principles
glabally.

*  Mowvartis believes the Principles are best implemented through a continual improvement approach that
advances supplier performance over time.

The Supplier Code does not replace local law. Movartis expects suppliers and third parties to operate in compliance
with applicable laws, rules and regulations in addition to the standards contained herein.

Faor the purposes of this Supplier Code, the term “suppliers” may include distributors, whalesalers, licensors,
licensees, other technology partners, and other sales entities.

Links referenced on this page can be found af the end of this document.

Monitoring against our standards

Adherence to the standards contained in this Supplier Code is one of the evaluation crtera in the Movartis supplier
selection process.

Mowartis expects suppliers to adhere to applicable legal standards and work toward the higher standards contained
herein. Undar some circumstances, where the suppliers or third parties have shown and continue to show a
material commitment t2 improvement, Movartis is willing to work with them to bring about improvements through
engagemeant and collaboration. This may include audits, development and progress meonitoring of comactive action
plans, refermng suppliers to external experts, and other reasonable improvemeant plans.

') NOVARTIS 3
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Nowartis Suppler Code

Responsible Procurement — Ethical Standards

1 Labor Rights

Suppliers shall be committed to uphald the human rights of workers and to treat them with dignity and respact. The
labor elemants includa:

1.1 Freely Chosen Employment

Supplier Code Suppliers shall not use forced, bonded or involuntary prison labor.

Expectations Forced Labor - Management Systems: a nominatad manager with respansibility for HR at each site follows

policies and procedures to ensure that all onsite workers, including agency and temparary labor, have freely chosen
to be there and are fully paid for the work they do.

Prison Labor: the use of any prison labor is voluntary and clearly communicated to Movartis, and where used, all
applicable local laws or internaticnal guidance is followed.

Motice Pericds: workers are free to leave their jobs after reasonable notice and are paid on time and in full for the
work they have done pricr to leaving.

Retention of IMPassports: workers are not required to hand over their identity papers to secure employment
unless required to do so by local law. If this is the case, workers have access to their papers at all times.

Freedom of Movement: workers are able to freely come and go from the site or onsite accommaodation at all times
and are not controlled by security guards (e.g., monitored during breaks, followed to the toilets, ste ).

Cash Deposits: workers do not pay “deposits” to secure a job or employer-provided accommaodation, nor do they
pay excessive "deposits” for tools, training or personal protective equipment necessary to camy out their jobs safely.

1.2 Child Labor and Young Workers

Supplier Code Suppliers shall not use child labor. The employment of young workers below the age of 18 shall only occur in non-

hazardous work and when young workers are above a country’s legal age for employment and the age established
for completing compulsory education.

Expectations Child Labor - Management Systems: a nominated manager with responsikility for HR ensures that there are

adequate policies and procedures in place to monitor the ages of workers at each site, including agency ar
temporary workers.

Child Labor: children below the local minimum working age, the age of compulsory education or the ages set out in
the International Labor Organzation Core Conventions (whichever is higher) are not employed.
A child is:
*  Any young person below the ages defined in the International Labor Crganizaticn Core Conventions, which
is 15 in Developed Countries or 14 in Less Developed Countries.
*  Any young person below the local legal minimum working age where this is higher than 15.
*  Any young person below the age of local legal compulsory education where this is higher than 15.

Remediation: if children are found working, an appropriate remediation procedure to ensure the welfare of the child
is put in place. If children are found working, suppliers will:

*  Remove the child from the workplace immediately.
*  Putin place a suitable plan to support the child, which may invalve covering the cost of formal or vocational
traiming, accommaodation or other casts as necessary.

NOVARTIS 4
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Nowartis Supplier Code

Young Workers: young people under the age of 18, legally able to wark, do not camy out any hazardous work
(chemical handling, strenucus physical labor, etz ) or night shifts, and all applicable local laws are followed,
including access to education, trainimg, health checks and number of hours allowed to work, ete.

1.3 Non-Discrimination

Supplier Code  Suppliers shall provide a workplace free of harassment and discrimination. Discrimination for reasons such as race,
color, age, gender, sexual onentation, ethnicity, disability, religion, palitical affiliation. union membership or marital
status is not tolerated.

Expectations Mon-Discrimination - Management Systems: a nominated manager with responsibility for HR ensures adequate
policies and procedures are in place at each facility to prevent discrimination as well as manage effective disciplinary
procaedures. All workers know to whom they can report incidences of discrimination.

Mon-Discrimination: workers do not face harassment or discrimination at any time (from recruitment to leaving
employment) for any reason such as race, color, race, age, gender, sexual orientation, ethnicity, disability, religion,
political affiliation, union membership or marital status. Potential recruits are not pregnancy-tested unless required by
lozal law and pregnant women are not discriminated against in accordance with local [aws.

Trade Union Mon-Discrimination: workers are not discriminated against if they seek fo join a trade union or
warker committee.

1.4 Fair Treatment

Supplier Code Suppliers shall provide a workplace free of and with no threat of harsh and inhumane treatment, including any
sexual harassment, sexual abuse, corporal punishment, mental or physical coercion or verbal abuse of workers.

Expectations Fair Treatment - Management Systems: a nominated manager with responsibility for HR ensures adequate
policies and procedurss in are in place so that all workers receive fair treatment.

Woeorkers understand disciplinary and grievance procedures, and fines imposed on workers as part of a disciplinary
action are legal and fair.

Supervisors and managers found abusing workers are disciplined accordingly.

Harassment or Abuse: workers neither face nor are threatensd with bullying, sexual harassment, sexual abuse,
corporal punishment, mental or physical coercion or verbal abusa.

Role of Security Personnel: workers are not subject to unreasonable body searches, and physical security
searches are only camied out by authorized bodies, according to local legal standards, and by same-sex security
guards.

Fair Treatment - Bribery: workers do net have to pay other workers to avoid victimization or prefersntial treatment.

Uy NOVARTIS 5
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Mowartis Suppler Code

1.3  Wages, Benefits and Working Hours

Supplier Code Suppliers shall pay workers according to applicable wage laws, including minimum wages, overtime hours and
mandated benefits.

Suppliers shall communicate in a timely manner with workers regarding the basis upon which they will be paid.
Suppliers are also expected to communicate with the worker whether overtime is required and the wages to be paid
for such overtime.

Expectations Wages and Werking Hours - Management Systems: 3 system is in place to monitor the hours and wages paid o
all agency staff onsite. and complete hours and payroll records are kept for all workers cnsite at all times.

Wages: workers are not required to do unpaid work.

Workers' monthly pay, or piece rate, is at least at local legal minimum wages or industry benchmarks, and is paid
regularly and in full, in accordance with local laws.

Cwvertime - Pay: overtime is paid according to all local laws, and where these do net exist, as a minimum at the
same rate as nomal pay, but ideally at 3 premium rate.

Benefits and Bonuses: all legally required benefits and bonuses are paid to workers on time and in full.

Working Hours: working hours are aligned with local laws or industry benchmarks.

Owertime Hours: overtime is voluntary and workers do not regulary work more than 12 hours of overtime per week.
Time-off and Breaks: workers are given time-off and breaks in accordance with local laws.

Communication: payment terms are communicated to workers before they start and confirned in writing. Workers
receive written pay slips.

Deductions: deductions for disciplinary issues, lateness and absence are only taken in accordance with local laws.

1.6 Freedom of Association

Supplier Code Open communication and direct engagement with workers to resolve workplace and compensation issues are
encouraged.

Suppliers shall respect the rights of workers, as set forth in local laws, to freely join or not join labor unions, seek
representation and join workers' councils. Workers shall be able to communicate openly with management
regarding warking conditions without threat of reprisal, intimidation or harassment.

Expectations Collective Bargaining: workers are able to bargain collectively and understand how to raise issues if they wish.
Where collective agreements are in place, they are communicated to all workers in a language they can
understand.

Trade UnionWorker Representation Rights: workers are freely able to join, or form, a trade unicn or worker
committee without fear of reprisal or discimination. Worker representatives are granted reasonable time, and
access to facilities like meeting reoms, to carmy out their role, in accordance with local laws.

Parallel Means: where local laws restrict trade unions, workers are able to form worker commitiees if they so
choose.

') NOVARTIS 8
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MNowvartis Suppher Code

Health, Safety and Environment

Given the breadth. complexity and size of the Movartis supply chain, the outlined standards in section 2 and 3 for
Health, Safety and Environment (HSE) provide suppliers with basic standards and concepts that Movartis expects
adherence to throughout its supply chain.

Movartis expects each supplier and third party to understand the applicable HSE standards for its specific preducts
or services, and to augment these standards as necessary.

2 Health and Safety

Suppliers shall comply with all applicable health and safety laws and regulations by providing a safe and healthy
warking environment, and, if applicable, safe and healthy company living quarters. The health and safety elements
include:

2.1 Risks and Process Safety

Supplier Code Suppliers shall hawve systems and programs in place to identify both occupational and external hazards. They
should classify such hazards and define the risk levels appropriately, and have programs and systems in place to
prevent or mitigate these risks (e.g., catastrophic releases of chemicals, fumes, dust, ete.).

2.2 Worker Protection

Supplier Code  Suppliers shall have systems and processes in place to protect workers from exposure to chemical, biclegical and
physical hazards (including physically demanding tasks) in the workplace and company-provided living quarters.
2.3 Emergency Preparedness and Response

Supplier Code  Suppliers shall develop and distribute emergency plans across their facilities and company-provided living quarters.
Suppliers should minimize the potential impact of any emergency by implementing switable emergency plans and
response procedures.

2.4 Hazard Information

Supplier Code  Suppliers shall have programs and systems in place to provide workers with safety information relating to
hazardous materials and education to protect them from potential hazards. Hazardous materials can include but not
be limited to raw materials, isolated intermediates, products, solvents, cleaning agents, and wastes.

) NOVARTIS 7
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Mowartis Supplier Code

3 Environment

Suppliers shall comply with all applicable environmental laws and regulations. All required environmental permits,
licensas, information registrations and restfrictions shall be obtained. and their operational and reporting
requirements followed, specifically:

31 Environmental Authorizations

Supplier Code  Suppliers shall have processes and systems to conform with applicable environmental laws and regulations.
Required environmental permits, licenses, informaticn registrations and restrictions shall be obtained, and their
operational and reparting requirements followed.

3.2 Waste and Emissions

Supplier Code Suppliers shall have processes and systems in place to ensure the safe handling, movement, storage, recycling,
reuse, or management of waste. Any generation and disposal of waste, emissions to air and discharges to water,
with the potential to adversely impact human health or the environment shall be appropriately minimized, properdy
managed, controlled, and/or treated prior to release into the environment.

3.3  Spills and Releases

Supplier Code Suppliers shall have processes and systems in place to prevent and mitigate accidental and diffusive spills and
releases to the enviromment.

3.4 Sustainability and Efficiency of Resources

Supplier Code  Suppliers shall have processes and systemns in place to optimize the use of all relevant resources sustainably, such
as energy. water and materials.

') NOVARTIS 8
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4 Animal Welfare

Supplier Code  Animals shall be treated respectfully, with pain and stress minimized. Animal testing should be performed after
consideration to replace animals, reduce the numbers of animals used or refine procedures to minimize distress.
Alternatives should be used wherever scientifically valid and acceptable to regulators.

Expectations Mowartis is committed fo globally achieving high standards of Animal Welfare whenever animals are invalved in a
Mowvartis study or procedure. The Movartis Animal Welfare Standard applies to all intermnal and Movartis external
animal studies. It comesponds with the US regulations, namely the AW Act (LUSC 7; 1988) and Regulations, and the
US Guides for the Care and Use of Laboratory and Agricultural Animals (including all vertebrates). More stringent
criteria apply for Mon-Human Primates. For countries with localinational regulations that are more strimgent than
those of the United States, the higher standards apply.

*+  The welfare of animals is of primary concem.
*  The Three Rs (Replace, Reduce, Refine) are applisd.
*  Studies are carried out by well-trained, competent and experienced personnel.

*  Finished cosmetics and their ingredients will not be tested on animals.

*  Only animals specifically bred for research purposes are purchased and used, except for some farm
animals, companion animals used in clinical studies, and fish.

*  Animals are treated respectfully and cared for in accordance with the particular needs of the given species
and individual.

*  Animals experience the minimum amount of discomfort, distress or pain.
*  Particular care and attention is paid to the transportation of animals.

*  The principles and requirements apply to Movartis-initiated studies performed at third party facilities (e.g..
contract research organizations, universiies and other companies).

() NOVARTIS 9
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Mowartis Supplier Code

5 Anti-Bribery and Fair Competition

51  Anti-Bribery

Supplier Code  Suppliers shall not bribe any public official or private person and shall not accept any bribes. Mo intermediaries,
such as agents, advisers, distibutors or any other business pariners, shall be used to commit acts of bribery.

Suppliers shall comply with applicable laws and regulations and industry standards related to anti-comuption.

Expectations Facilitation Payments: no facilitation paymenis are made, irrespective of whether or not lacal law permits them.

Gifts, Hospitality and Entertainment: gifts, hospitality, and entertasinment are modest, reasonable and infrequent,
so far as any individual recipient is concerned.

»  Gifts, hospitality, and entertainment are never offered or provided with the intent of causing the recipient to
do something favoring the supplier andfor Movartis or to refrain from doing something disadvantaging the
supplier andlor Novartis.

*  Gifts in the form of cash and gifts that are cash-equivalent are never given.

* Mo entertainment is provided to any participant to business mestings, congresses or comparable events,
unless the entertainment is an appropriate and incidental part of such events. Mo payment is made for any
side or extended trips.

# Mo payment is made for the entertainment, hospitality or travel costs of anyone who accompanies an
invitee to a business mesting, congress or comparable event.

Grants and Donations: grants and donations are only given if the supplier andfor Movartis do not receive, and are
not perceived to receive, any tangible consideration in return.

Paolitical Contributions: if the supplier chooses to make political contributions, they must be made in compliance
with all applicable laws, regulations and industry codes and standards, and must not be made with the expectation of

direct or immediate retum for the supplier or Novartis._

Internal Control Mechanisms: suppliers have policies or guidelines in place that define under which
circumstances, or within what limits, employees are allowed to receive gifts or favors from external companies with
whom the company does business.

#  These are publicly available and widely disseminated to staff in an appropriate language.

»  Compliance with the palicies/guidelines is ensured and periodically reviewed.

Suppliers train their sales forces and any other relevant employees on anti-kribery, at their own expense.
#  Such training includes the provisions of the applicable anti-comuption laws.
*  Upon request from Mowartis, the supplier shall promptly provide a copy of the training materal and the
traiming attendance sheets (including name and qualification of the trainer).

Reporting Potential Misconduct: all workers are encouraged to report concerns or illegal activities in the
workplace, without threat of reprisal, intimidation or harassment
*  Appropriate investigation and corrections are carried out. The supplier makes such records available o
Mowvartis on request.

Public Officials: any relaticnship between the supplier and public officials is in strict compliance with the rules and
regulations to which they are subject (i.e. any applicable rules or regulations in the particular country relating to
public officials or that have been imposed by their employer). Any benefit conveyed o a public official is fully
transparent, properly documentad, and accounted for.

Third-party Relationships: the supplier does not sub-contract or otherwise engage with third parties on behalf of
Mowartis or represent Movartis to third parties, without the prior written consent of Movartis. Similary, there is no
assignment of the contract, without prior written consent of Movartis.

) NOVARTIS 10
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Engagement as Third Party: suppliers’ engagement by Movartis as third parties is never used to create an
incentive or reward for prescribing Movartis preducts or to secure any improper business advantage for Movartis.

Books and Records: Movartis may audit the supplier at any time upon reasonable prior notice to ensure its
compliance with these standards and to confimm all payments made by Novartis and to third parties.

#  The supplier prepares and maintains books and records that document accurately and in reasonable detail
all matters related to the supplier's business with Movartis, accounting for all payments (including gifts,
haspitality and entertainment or anything else of value) made on behalf of Movartis, or out of funds
provided by Movartis.

*» A copy of this accounting is available to Movartis upon request.

5.2  Fair Competition

Supplier Code  Suppliers shall conduct their business consistent with fair and vigorous competition. They shall employ fair business.
practices, including accurate and truthful advertising.

Suppliers shall comply with all fair competition and antitrust laws and regulations.

) NOVARTIS 11
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6 Data Privacy

Supplier Code  Suppliers shall apply adequate data privacy and security protection to individuals’ personal information it processes.
Suppliers will operate in a manner that is consistent with applicable data protection laws.

Expectations Proper Protection of Personal Information: suppliers shall have the proper crganizational structure, processes
and proceduras to ensure the protection of perscnal information against accidental, unauthorized or unlawful loss,

destruction, alteration, disclosure, use or access.

Proper Security Measures: suppliers must have adequate policies and procedures in place which address
techmical and organizational security and take reascnable steps to confirm compliance with thaose.

Compliance with Cross-Border Transfer Restrictions: suppliers must have adequate safeguards, rules and
procedures to ensure that they remain in compliance with all applicable laws that govern cross-border data
transmissions.

7 Identification of Concerns

Supplier Code  All workers should be encouraged to report concems or illegal activities in the workplace, without threat of reprisal,
intimidation or harassment. Suppliers shall investigate and take comective action f needed.

8 Management Systems

Suppliers shall use management systems to facilitate continual improvement and compliance with the expectations
of these principles. Elements of the management systems includea:

8.1 Commitment and Accountability

Supplier Code Suppliers shall demonstrate commitment to the concepts described in this document by allocating appropriate
resSoUrces.

8.2  Legal and Customer Requirements

Supplier Code Suppliers shall identify and comply with applicable laws, regulations, standards and relevant customer
requirements.

8.3 Risk Management

Supplier Code Suppliers shall have mechanisms to determine and manage risk in all areas addressed by this document.

8.4 Documentation

Supplier Code  Suppliers shall maintain documentation necessary to demonstrate conformance with these expectations and
compliance with applicable regulations.

) NOVARTIS 12

Page 20 of 22



Howartis Suppler Code

8.5  Training and Competency

Supplier Code  Suppliers shall have a training program that achieves an appropriate level of knowledge, skills and abilites in
rmanagement and workers to address these expeciations.

8.6  Continual Improvement
Supplier Code Suppliers are expected to continually improve by setting perfiormance objectives, executing implemeantation plans

and taking necessary comective actions for deficiencies identified by intemal or external assessments, inspections
and management reviews.

) NOVARTIS 13
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[CLINICAL RESEARCH SERVICESONLY]
AGREEMENT FOR CLINICAL TRIALSBY 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 avariety of therapeutic use.

B. WHEREAS, SITE, acting as an independent contractor, desires to conduct clinical
research studies(“the Study”), according to SPONSOR’s Clinical Tria 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 wishesto engage the SITEto carry out the Study; and

F. WHEREAS, SITEhas sufficient authority, competence and experience in conducting
clinica 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, SITEiswilling 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
Aqgreement.

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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3.2

3.3

34

Use Topic E6: Guidelines on Good Clinical Practice and Directive 75/318/EEC, as
amended from time to time (“1CH/GCP”);(collectively, “Applicable Law”).

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 Principa 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. Principa 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
shal not delegate hig’her responsibility to personaly 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 al 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.

Ingtitution/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 principa investigator, and a successor
acceptable to SPONSOR is not available, the SPONSOR may terminate this Agreement.

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 persona 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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3.5

3.6

subject shall aso 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 .

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.

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

41

a)

b)

Fees

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;

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.

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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d)

f)

4.2

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.

the Fees are fixed and will not be varied without SPONSOR’ prior written consent;
the Feesinclude all performance requirements of this Agreement; and

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

I nvoicing and Payment

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.

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

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.

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

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 Kegping 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 avisit or as per protocol. SITE shall respond to al 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

5.2

time, and any successor regulations, and the Protocol, and shall deliver copies of the same
to SPONSOR as required by the Protocol.

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 soldly 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

DRL IRN: Privileged & Confidential Page 6 of 24



6.2

6.3

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
commercialy available in any country or, if the Study is under review by a peer-review
journa that prohibits disclosure of results pre-publication, as soon as practicable after
publication.

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.

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 shal: (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

6.6

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.

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

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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1.2

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 al 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 Confidentia Information that SITE is able
to demonstrate by documentary evidence: (i) aready 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 shal 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.

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

8.2

Intellectual Property that either Party owned prior to execution of this Agreement, or
devel ops independently of the Study (without the use of SPONSOR P 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.

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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8.3

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, aone 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 P
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 commerciaization; 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.

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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8.4

8.5

8.6

8.7

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.

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 aresult of performing the Study.

SITE shal promptly and fully disclose to SPONSOR, al 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, al 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.

Without SPONSOR’s prior written approval, SITE, will not knowingly use in the Study,
any of its own or any third-party intellectua 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.

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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8.8

8.9

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.

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”), SITEshal promptly disclose to SPONSOR on a confidentia basis
any Other Invention arising under this Agreement. SITE each individualy, 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 al 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 athird 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

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

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, promotiona material, promotional
activity, or in any other commercia 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 persona data;

10.1.3 that all Study subjects are properly informed that the data collected from them may be
considered persona data and to obtain from such Study subjects written consent to the
processing, disclosure, and transfer of this databy 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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11.2

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 illnessis
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.

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

ARTICLE 12: Termination

121

12.2

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 atermination 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 aready performed, Institution shall reimburse the balance to SPONSOR.

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; (€) 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

124

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.

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 Investigationa Product as soon as
medically appropriate, alowing 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 al Study data and, if applicable, the
administration and conduct of the Study; (ii) alowing 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, al 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

131

13.2

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.

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 principa 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 professiona 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 clams-made, for two (2) years
thereafter.Institutionwill provide evidence of al such coverage upon request. Institution
will notify SPONSOR within twenty (20) days of any notice of cancellation, non-renewal,
or material change in itsinsurance coverage.

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

the Agreement.

ARTICLE 14: Miscellaneous

141

14.2

14.3

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 lega
representatives and SITE'S permitted assigns, persona 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
Aqgreement.

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.

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:

TOINSTITUTION 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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14.4

145

14.6

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.
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.

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.

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 al Study sites. SPONSOR
may, a its discretion, amend the number of Study Subjects required to be enrolled for
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14.6.4

14.7

14.8

14.9

14.10

14.11

14.12

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

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.

Force Majeure

Any delaysin 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.

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.

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.

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.

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.

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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14.13

14.14

14.15

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.

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.

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.

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. Keyinformation 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.

Sudy Name: Acne-Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes
Sudy Ste:List will be annexed
Protocol Number: DRL-INDG04-BPO/2016

Responsible Ethics Committee: List will be annexed
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3. Study Fees

PAYMENT TERMSAND SCHEDULE

Annexurell

1. Estimated Expensesfor 20” completed patients*

Sr. No Particulars Unit Costs(In | No. of No. of Total
INR) patients | vist/months | Amount
(in INR)
1 Investigator Rs. 2000 per 20 6 Visits 2,40,000
Consultation Charges patient
2 Research Assistant Rs.12000 per - 6 months 72,000
Charges** month
3 Patient Conveyance Rs.500 per 20 6 visits 60,000
patient
4 Screening failures
charges (assuming Rs. 2000 05 - 10,000
screening failures rate 5
patients)
Consultation charges
5 Patient conveyance for | Rs.500 per 05 - 2,500
screening failure patient
patients
6 Fax, Telephone, Stationery, Courier etc.(Rs 1000 per month for 6 6000
months)
7 Institutional Overheads charges, if any
Total Cost of the Project for the20 completed Patients 3,90,500
2. Payment Schedule:
The agreed payment schedule is as follows.
I nstalment Milestone of Payment
1% 20% of estimated total as Advance payment
2™ 20% of estimated total after 5 patients are enrolled.
3¢ 30% of estimated total after 10 patients are enrolled.
4" 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

*** |f 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. | Servicestax and VAT will be charged additionally as per the prevailing rates,

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:

Cheques should beissued in favour of “Father Muller Research Centre ”
Name of the bank: Syndicate Bank
Branch: Father Muller Charitable Institutions branch, Mangalore
Bank Account No.: 02392160000136
Statutory Details:
PAN N0.AAATF0345D ( Scan/ Xerox copy of Pan Card to be enclosed )

a s L o=
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ANNEXURE - 2

PROTOCOL
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NATIONAL INSTITUTE OF

5 REGISTRY
MEDICAL STATISTICS
[INDIAN COUNCIL OF MEDTCAL RESEARCH]}

REF/2015/10/010001
CTRI Website URL - http://ctri.nic.in

CTRI Number
Last Modified On
Post Graduate Thesis

Type of Trial

Type of Study
Study Design
Public Title of Study

Scientific Title of
Study

Secondary IDs if Any

Details of Principal
Investigator or overall
Trial Coordinator
(multi-center study)

Details Contact
Person (Scientific
Query)

Details Contact
Person (Public Query)

CTRI/2016/01/006515 [Registered on: 12/01/2016] - Trial Registered Prospectively
15/02/2016

No

Interventional

Drug

Randomized, Parallel Group, Active Controlled Trial

A Comparative Clinical trial to evaluate the Safety and Clinical Equivalence of Clotrimazole
Troche/Lozenges USP, 10mg (Unique Pharmaceutical Laborateries, India) with Clotrimazole
Troche 10mg (Roxane Laboratories Inc., USA) in subjects with Oropharyngeal Candidiasis.

“A Multi-Centre, Randomized, Double Blind, Parallel-Group, Comparative Clinical Trial to evaluate
the Safety and Clinical Equivalence of Generic Clotrimazole Troche/Lozenges USP, 10mg (Unique
Pharmaceutical Laboratories, India) to Clotrimazole Troche/Lozenges ® 10mg (Roxane

Laboratories Inc., USA) in subjects with Oropharyngeal Candidiasis
TPC-CLT-002 |Protocol Number

__ Details of Principal Investigator
Dr Pradeep Walwaikar

S

Name
Designation Vice President, Medical
Affiliation Unique Pharmaceutical Laboratories
Address Neelam Centre, B wing, 4th Floor, Hind Cycle road, Worli, Mumbai
400030, India
Mumbai
MAHARASHTRA
400030
India
Phone 02224822360
Fax
Email

walwaikar@jbcpl.com

tails Contact Person (Sc
Dr Neeta Nargundkar

Name

Designation Head, Clinical Research Operations
Affiliation THINQ Pharma-CRO Ltd
Address A30, Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra
400604, India.
Thane
MAHARASHTRA
400604
India
Phone 02225816800
Fax
Email neeta@thingcro.com

Name

Dr Neeta Nargundkar
Designation Head, Clinical Research Operations
Affiliation THINQ Pharma-CRO Ltd
Address A30, Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra

400604, India.

MAHARASHTRA
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CLINICAL TRIALS REGISTRY -
NATIONAL INSTITUTE OF MEDICAL STATISTICS
[IMDIAN COUNCIL OF MEDICAL RESEARCH)

REF/2015/10/010001
CTRI Website URL - http://ctri.nic.in

400604
India
Phone 02225816800
Fax
Email neeta@thingcro.com
Source of Monetary or | ~ Source of M rial Sup

Material Support

India.

> THINQ Pharma-CRO Ltd.

. A30, Road No, 10, MIDC, W

agle Estate, Thane, Maharashtra 400604,

Primary Sponsor

Name

Unigue Pharmaceutical Laboratories India

Address

400030, India

Neelam Centre, B wing, 4th Floor, Hind Cycle road, Worli, Mumbai

Type of Sponsor

Pharmaceutical industry-Indian

Details of Secondary

Sponsor

Countries of

Recruitment

Sites of Study

-

Father.Muller.Medical
College Hospital

Department Of ENT
OPD No. 41 Father
Muller Road,
Kankanady,
Mangalore-575002,
Karnataka, India
Dakshina Kannada

91-9945361819

savita_menezes@yaho
0.com

Government Medical
College Near Hanuman
Nagar Nagpur- 440009.
Nagpur
MAHARASHTRA

KARNATAKA
Dr Kalpana Dasgupta |Government Medical |HOD Department of 91-9822229496
Colllege Nagpur ENT 1st floor,

drkalpanadasgupta@g
mail.com

Dr Geeta Joshi

Gujrat Cancer
Research Institute

Pain and pediatric 1st
floor Room 102/103
Gujrat Cancer
Research Institute Civil
Hospital Campus, Asar
wa,Ahmedabad-380
016.Gujarat, INDIA
Ahmadabad
GUJARAT

91-8824075707

dr.geetajoshi@gmail.co
m

Dr Shehnaz Kanthariya

Kailash cancer hospital
and research center

Department of ENT
Ground floor Muni Seva
Ashram Campus,
Waghodia Road,
Vadodara - 390025
Vadodara

GUJARAT

91-9537511001

shehnazkantharia@gm
ail.com

Dr Hanumanth Prasad

Mandya institute of
medical science

Department of ENT
Ground floor Room No.
18 Mandya institute of
medical science

91-89916856058

drmhp@yahoo.com
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Bangalore - Mysore
Road, Mandya,
Karnataka 571401
Bangalore
KARNATAKA

Dr Anoop Raj

Maulana Azad Medical
College

ENT Department 6th
floor 122, Maulana
Azad Medical College
B.L. Taneja Block, Delhi
Gate, Bahadur Shah
Zafar Marg, New Delhi-
110002

New Delhi

DELHI

91-9968604231

dr.anoopraj@gmail.com

Dr Vimal Batra

Medical College Baroda
& S.5.G Hospital

Department of
Radiotherapy Ground
floor Medical College
Baroda & S.5.G
Hospital Jail Road,
Raopura, Vadodara -
390001,

Vadodara

GUJARAT

91-9825350509

vimalbatra@rediffmail.c
om

DrB L N Prasad

Rajiv Gandhi Institute of
Medical Science and
RIMS Government
General Hospital

Department of medicine
1st floor Room No. 13
Rajiv Gandhi Institute of
Medical Science and
RIMS Government
General Hospital Hudco
Colony, Balaga,
Srikakulam, Andhra
Pradesh 532001
Srikakulam ANDHRA
PRADESH

Srikakulam

ANDHRA PRADESH

91-9848211931

amcmedicine@hotmail.
com

Dr Dhrubajyoti
Mukhopadhyay

Saroj Gupta Cancer
Centre & Research
Institute

Department Of ENT
Ground floor Room No.
103 Saroj Gupta
Cancer Centre &
Research Institute
Mahatma Gandhi road,
Thakur pukur kolkata
700063

Kolkata

WEST BENGAL

91-9831142992

researchccwhri@gmail.
com

Dr Ashish Chikhale

Shree hospital and
critical care centre

Department of ENT
Ground floor Room No.
12 Shree hospital and
critical care centre 799,
Om Nagar, Opp
Tajshree Building,
Mirchi Bazar,
Sakkardara Sq, Nagpur
- 44009

Nagpur
MAHARASHTRA

91-9850853253

shreehospitalcriticalcar
e@gmail.com

Dr Mohan Jagade

Sir JJ group of Hospital
and Grant Govermment
Medical Colleae

Department of
ENT,Main Building,3rd

|Floor Sir JJ group of

91-9323593627

mohanjagade@gmail.c
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Details of Ethics
Committee

Hospital and Grant
Government Medical
College Byculla
Mumbai 400008
Mumbai
MAHARASHTRA

om

Dr Dwarakadas Adwani

Sujan Surgical Cancer
Hospital & Amravati
cancer foundation,
Amravati

Dental Department
Ground floor 52 B
Sujan Surgical Cancer
Hospital, Eknath Puram
Road, Shankar Nagar,
AMRAVATI-444605

91-9823288672

dr.dgadwani1@gmail.c
om

Amravati
MAHARASHTRA
Dr Devendra Chaukar |Tata Memorial Hospital [Department of Head & 91-9820506232
Neck Services 12th
Floor, HBB dchaukar@gmail.com

Building, Tata Memorial
Hospital Dr.E Borges
Road Parel Mumbai
400012 India

Mumbai
MAHARASHTRA

R R
nittee
: i

Amravati Ethics

Approved

[oat

28/12/2015

Committee

Ethics Committee, Rajiv|Approved 05/01/2016 No

Gandbhi Institute of

Medical Sciences &

RIMS Government

General Hospital

Ethics Approved 25/01/2016 No

Committee, MIMS ,

Mandya

Fr muller Medical Submittted/Under No Date Specified No

College, Review

hospital.,Human Ethics

Committee

GCRI/GCS Ethics Approved 02/12/2015 No

committee

Grant Government Submittted/Under No Date Specified No

Medical College & Sir J |Review

J Group of Hospital,

IECland IECI Submittted/Under No Date Specified No
Review
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Regulatory Clearance
Status from DCGI

Health Condition /
Problems Studied

Intervention /
Comparator Agent

Inclusion Criteria

Exclusion Criteria

Ram Hospital

Institutional Ethics
Committee,Saroj Gupta
Cancer Centre &
Research Institute

Submittted/Under No

Review

No Date Specified

Kailash Cancer &
Medical Centre
Institutional Ethics
Committee

Submittted/Under No

Review

No Date Specified

Shree Hospital Ethics
Committee.

Approved 30/01/2016 No

Awaited

o Date Specified

Health Type dition _
Patients Oropharyngeal Candidiasis
[Type B LT

Clotrimazole troche/ lozenges |10mg troche 5 times a day for

Intervention
USP, 10 mg (Unique 14 consecutive days
Pharmaceutical Laboratories ,
India)

Comparator Agent Clotrimazole Troche/Lozenges |10mg troche 5 times a day for

14 consecutive days

® 10mg (Roxane Laboratories

Age From

Age To 65.00 Year(s)
Gender Both
Details 1. Presence of specific signs and symptoms of Oropharyngeal

Candidiasis, including erythematous areas, white patches(thrush),
mouth pain, irritation, burning, glossitis, altered taste, pruritis,
dysphagia and odynophagia.

2. Clinical examination of oropharynx consistent with a diagnosis of
oral candidiasis (such as creamy, white, curd-like patches of
“thrush” or erythematous lesions on mucosal surfaces).

3. Confirmation of Candidiasis by findings on direct microscopic
examination (potassium hydroxide smear) consistent with Candida
species or positive fungal culture for Candida species, with culture
obtained in the 2 days preceding initiation of therapy with the study
drug.

Details

1.
become pregnant during the study period.
2. Subjects diagnosed with disseminated candidiasis or requiring
systemic antifungal therapy.
3. Subjects diagnosed with hairy leukoplakia.
4. Presence of only perioral lesions, e.g., angular chelitis.
5. History of intolerance or sensitivity to clotrimazole (or other
imidazole or azole compounds) or any constituent of Roxane ® or
the generic Clotrimazole Troche/ Lozenges or unable to tolerate oral
medication.
6. Subjects having history of resistance to treatment with
clotrimazole.
7. Subjects who have received any oral or systemic antifungal
therapy within fourteen (14) days prior to randomization.
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Method of Generating
Random Sequence

Method of
Concealment

Blinding/Masking
Primary Outcome

Secondary Outcome

Target Sample Size

Phase of Trial

Date of First
Enrollment (India)

Date of First
Enrollment (Global)

Estimated Duration of
Trial

Recruitment Status of
Trial (Global)

Recruitment Status of
Trial (India)
Publication Details
Brief Summary

8. Subjects who have received any investigational therapy within 30
days prior to randomization.

9. Subjects who have been diagnosed with any concomitant
condition that, in the opinion of the investigator, could interfere with
the evaluation of efficacy or safety, or would make it unlikely that the
subject would complete the study.

10. Subjects who have been treated with protease inhibitors for the
first time within 30 days.

11. Subjects who have been taking medications known to have
significant interaction with azoles (e.g., antacids, H2-receptor
blockers, rifampin, phenytoin, carbamazepine, astemizole).

12. Subjects who have a history of candidal prophylaxis with any
azole antifungal medication.

13. Any subject with recurrent Oropharyngeal Candidiasis.

14. Any subject who is chronically infected with Candida.

15. Any subject with baseline liver function tests greater than 3 times
the upper limit of normal (ULN).

16. CD4 cell count less than 200 cells/mma3. 17. Absolute neutrophil
count less than 500/mm3.

18, Subject with history of Type Il Diabetes Mellitus with Uncontrolled
Blood Sugar levels. (l.e. Random Blood Sugar level > 350).

19. Suspected inability (or) unwillingness to comply with the study

procedures.

Computer generated randomization

Pre-numbered or coded identical Containers

Participant and Investigator Blinded
- ~ Out

Clinical cure i.e., complete resolution of all signs

and symptoms of Oropharyngeal Candidiasis

Mycological cure (negative culture and negative
KOH for Candida species)

Day 15-17

Total Sample Size=360
Sample Size from India=360

Phase 3

01/02/2016

No Date Specified

Years=0
Months=4
Days=0

Not Applicable

Not Yet Recruiting

NIL

Study Title:- A Multi-Centre, Randomized, Double Blind, Parallel-Group, Comparative Clinical Trial
to evaluate the Safety and Clinical Equivalence of Generic Clotrimazole Troche/Lozenges USP, 10mg
(Unique Pharmaceutical Laboratories, India) to Clotrimazole Troche/Lozenges ® 10mg (Roxane
Laboratories Inc., USA) in subjects with Oropharyngeal Candidiasis

Study Rationale: - Oropharyngeal Candidiasis is a mycosis (yeast/fungal infection) of Candida species
on the mucous membranes of the mouth. Clotrimazole is a broad-spectrum antifungal agent which is
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fungistatic and fungicidal and has not shown any serious adverse events. Topical drugs show increased
bioavailability. By administration of a topical alternative, the affected area can be treated directly in a
manner which greatly minimizes the adverse effects associated with oral medications. Hence, topical
alternative minimizes the adverse events. Clotrimazole troche persists in the saliva at sufficient
concentration for around 3 hours. This long term persistence of drug in saliva appears to be related to
the slow release of clotrimazole from the oral mucosa to which the drug is apparently bound. Also,
given as a troche, it may be the best choice nowadays owing to its high clinical success rate, safety, cost
effectiveness, and high subject acceptability.

Primary Objective is to evaluate the clinical cure i.e. complete resolution of all signs and symptoms of
Oropharyngeal Candidiasis, 7 days after the end of the therapy, (Day 21(+4)), which will be assessed
using the Murray scale. According to the Murray Scale, lesion score 0 (0=none, 1=single, localized,
2=multiple, localized, 3=extensive, confluent) and symptom score 0 (0=absent, 1=mild, 2=moderate,
3=severe) will be considered as clinical cure

Secondary Objective is to assess the mycological cure (negative culture and negative KOH for Candida
species) and complete resolution of all signs and symptoms of Oropharyngeal Candidiasis at Day
15(+2).

Sample Size: - 360 randomized, completed subjects in order to achieve at least 250 per-protocol (PP)
subjects.

Study Design: - A Multi-Centre, Randomized, Double Blind, Parallel-Group, Comparative Clinical
Trial. The subjects would be assigned to test product and reference product in the ratio of 1:1.

Arm A: Test Product: Clotrimazole troche/ lozenges USP, 10 mg (Unique Pharmaceutical
Laboratories, India)

Arm B: Reference Product: Clotrimazole Troche/ Lozenges USP, 10 mg (Roxane Laboratories Inc.,
USA)

Duration of the Clinical Trial:- Total duration of the study will be approximately 5 months. After
Randomization, the treatment will be for 14 consecutive days, and follow-up will be conducted on Day
8(+2), Day 15(+2) and Day 21(+4).

Statistical analysis: - Continuous data will be described using Mean, Standard Deviation, Median,
Minimum and Maximum values. Categorical data will be described using counts and percentages. P
value less than 0.05 will be considered as statistically significant,

The Per-Protocol population (PP) will include all randomized subjects who met all inclusion/exclusion
criteria, had a positive baseline Candida culture, complied with minimum treatment course, returned
to study site for primary end point assessment visit (Day 21 (x 4)) or discontinued from the study as
treatment failure and did not have any protocol violations. This PP population will be used for efficacy
analysis.

Efficacy: The efficacy evaluation will be calculated based on the primary and secondary endpoints of
the study.

Safety: Safety will be evaluated by assessing laboratory parameters on visit 1 and visit 5 which includes
(CBC, BSL (R), Blood urea and Serum creatinine) & LFT [T.Bil, ALKP, SGPT & SGOT]. Vital signs
will be measured at all visits and will be used for safety assessment, Safety parameters will also be
assessed by adverse event monitoring throughout the study.




GOVERNMENT OF KARNATAKA
Health and Family Welfare Services-TB Division
Revised National Tuberculosis Control Programme (RNTCP)

No LWSTC/RNTCP/ACC/92/2016-17 Office of the Joint Director (TB),
Lady Willingdon State TB Centre,

4™ Main, Sampangiramanagar,
Bangalore- 27

E-mail: STOKA@rntcp .org
Phone No. 080- 22249364

Fax No. 080-22249361.
Dated: 31.03.2017

Dear DTO’s
Subject: Release of OR fund 2016-17

As you aware, OR committee has approved 8 proposals & depending on the availability of
funds under 2016-17 ROP, 61% of the budgeted amount by each candidate has been released under
the Line Item (H-14) Research, studies & Consultancy and this amount has to be released to

candidate before 31* March 2016.

You are hereby instructed to release the amount as per the attached list to the Joint A/c of
principle investigator of the study & Dean/Director of the Medical College. Remaining 39% of the
OR fund’s will be released to the Candidates depending on the availability of funds in coming

Financial Year 2017-18 ROP.

Action taken in this regard must be committed to STO Office.

To,
DTO Gadag,
DTO BBMP,
DTO Davangere,
DTO Dakshina Kannada
DTO Bangalore Urban



GOVERNMENT OF KARNATAKA

OFFICE OF THE JOINT DIRECTOR (TB), LADY WILLINGDON STATE TB CENTRE,

4™ MAIN ROAD, SAMPANGI RAMANAGAR, BANGALORE-560 027.

=

Dear DTOs,

" e-mail: STOKA@rntep.org, ™ : 080 - 22249364; Fax - 080 — 22249361

Date: 28" March 2017

The State Operational Research (OR) Committee has approved the following eight operational

research project proposals for RNTCP funding.

S.
No

Name

Medical
College

Topic

Amount Budgeted
by Pl

Amount released by
state

Dr.
Madhavi
Bhargava

Yenopoya,
Mangalore

Nutritional
assessment of
Tuberculosis patients
of Mangalore
Tuberculosis Unit

Rs. 1.89 Lakhs

Rs. 1.1 lakhs

Dr.Jannatbi

GIMS,Gadag

A cross-sectional
study on health
status and Quality of
life of MDR-TB
patients of Gadag
and Koppal districts

Rs. 0.44 Lakhs

Rs. 0.3 lakhs

Dr.Poornim
a

UM,
Davangere

Assessment of cost
incurred by patients
undergoing
treatment for
tuberculosis in urban
slum community —a
multi centric
longitudinal study.

Rs. 1.89 Lakhs

Rs. 1.1 lakhs

Dr.Rashmi

Sapthagiri,

Impact of structured
awareness

Rs. 1.86 Lakhs

Rs.1.1 lakhs




Bangalore

programmes in filling
treatment gaps in
RNTCP: An
interventional study

Dr.Shivalli

Yenopoya,
Mangalore

Mobile phone
instructional video
on sputum
expectoration for
tuberculosis suspects
to enhance case
detection: A
pragmatic RCT

Rs. 1.99 Lakhs

Rs.1.2 lakhs

Dr.Padmaja

Udaykumar

FMMC,
Mangalore

Comparison of TB
treatment outcome
and adverse
reactions among
non-diabetic,
controlled diabetic
and uncontrolled
diabetic TB patients

Rs. 1.99 Lakhs

Rs.1.2 lakhs

Dr.Lalitha

MS Ramaiah,
Bangalore

Validation of
reporting of adverse
drug reactions under
pharmacovigilance
programme of
RNTCP in BBMP area
- A mixed method
approach

Rs. 1.99 Lakhs

Rs.l.g,lakhs

Dr.Hemam
aheshwari

Vydehi,
Bangalore

Strategy to Sensitize
Private Practitioners
on RNTCP through
Medical
Representative in
Urban Slum,
Bangalore: An
Operational
Research

Rs.1.16 Lakhs

Rs. 0.7 lakhs

\\\&Q%/\%\ ‘




FATHER MULLER MEDICAL COLLEGE INSTITUTIONAL

ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002. Karnataka, India

DCGI Re-registration No. Tel ;: 0824-2238327

ECR/540/Inst/ KA/2014/RR-17 e-mail; finiethicscommittee@gmail.com

CHAIRPERSON MEMBER SECRETARY

Er.f Asholfv: Pﬁht‘:noyi ' Dr. Shivashankara A.R.,

rofessor of Pharmacology Associate Professor of Biochemist

ry,

KMC, Mangalore-575001 Father Muller Medical College

Phone : +919880530703 Mangalore - 575 002

E-mail: ashok.shenoy@manipal.edu Phone : +919880146133

E-mail: arshiva72@gmail.com

Ref NO . vuscosnisssmasaniataamss Date :
Ref. NOFMMCIEC/CCM/GSQOW QR - oxpmsaend 30012018

To : Dr Ramesh Bhat,

Professor of Dermatoology,

Father Muller Medical College Hospital,
Mangalore.

Dear Dr.Ramesh Bhat,

Your amended research proposal was reviewed and discussed in the ethics committee meeting held

on 20/10/2018 and the decision is as follows:

| Protocol title: “A multicenter comparative randomized double — blind study of the efficacy and
safety of BCD-057(INN: Adalimumab JSC BIOCAD, Russia )and Humira ® (INN:
Adalimumab , vetter Pharma ) in patients with Moderate to severe plaque psoriasis”

Protocol No: BCD-057-2

Principal Investigator: Dr. Ramesh Bhat
Co Investigators #Dr Meryl Sonia Dsouza -

Version No., date, amendment no. of the protocol : Protocol Ver. 1.1 dated 26 Oct 2017

List of documents reviewed (for clinical trials)-clear description of these documents along with
version No., and date.

1) 1) Protocol Ver 1.1 Dated 26 Oct 2017

2) Investigator Brochure Ver 1.0 Dated 21 Dec 2015

3) CRF content Version 1.1 Dated 14 Dec 2017




4) Patient Information Sheet & Informed Consent Form English ver 1.1 dated 26 Oct 17

5) Patient Information Sheet & Informed Consent Form Kannada ver 1.1 dated 15 Dec 2017 with
Translation Certificate ver 1.1 dated 15 Dec 2017 -

6) Back Translation of Patient Information Sheet & Informed Consent Form Kannada to English
ver 1.1 dated 24 Dec 2017 with translation certificate dated 24 Dec 2017

7) Patient Information Sheet & Informed Consent Form Malayalam ver 1.1 dated 15 Dec 2017
with Translation Certificate ver 1.1 dated 15 Dec 2017

8) Back Translation of Patient Information Sheet & Informed Consent Form Malayalam to
English ver 1.1 dated 24 Dec 2017 with translation certificate dated 24 Dec 2017

9) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & Visual analog scale for
assessment of itch by the patient -English Version 1.0, dated 06-Sep-2017

10) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & Visual analog scale for
assessment of itch by the patient - Malayalam ver 1.0 dated 6 Sep 2017 Translated from English
to Malayalam on 14/SEP/2017 with Translation certificates dated 14 Sep 2017 and Back
Translation documents & certificates dated 17 Sep 17

11) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & Visual analog scale for
assessment of itch by the patient — Kannada ver 1.0 dated 6 Sep 2017 Translated from English to
Kannada on 14/SEP/2017 with Translation certificates dated 14 Sep 2017 and Back Translation
documents & certificates dated 17 Sep 17

12) Study Participant Card English Ver 1.0 Dated 26 Oct 2017

13) Study Participant Card Kannada ver 1.0 with Translation Certificate ver 1.1 Dated 19 Dec
2017

14) Study Participant Card ver 1.0 back Translated from Kannada to English Dated 24 Dec 2017
15) Study Participant Card Malayalam ver 1.0 with Translation Certificate ver 1.1 Dated 19 Dec
2017 .

16) Study Participant Card ver 1.0 back Translated from Malayalam to English Dated 24 Dec
2017

17) Draft CTA

18) DCGI Submission & Approval Letter




Name & Address of Institution :

Father Muller Medical College Hospital,
Mangalore.

New review: Full review

Review of Revised Submission:
Date of review: 20.01.2018

Date and type of previous review, if revised application:

Decision of the Ethics Committee:

Approved with suggestions

Suggestions /Reasons/Remarks: The identity of the patient should be concealed. Mask the
patient’s eyes while taking photographs.

Recommended for a period of : One Year

e The approval is valid for one year. After one year, you are instructed to submit at'1
application requesting for continuation of ethical clearance for another one year (if
required).

e You are instructed to register your trial in clinical registry (CTRI) before starting the
study, and submit the necessary evidence to the IEC

e Your research work will be continuously reviewed by ethics committee during the study
period.

e The investigator/s is/are instructed to carry out the research study as per the protocol'
approved by the ethics committee. Any protocol deviations/violations should be brought
to the notice of ethics committee.

e The FMMCIEC will be monitoring the conduct of the protocol by on-site monitoring,
review of stu,dy-related documents and review of progress reports.

e You are instructed to submit progress report of the research project once in every six
months

e You should comply with the regulations and guidelines on biomedical research on human
participants, and follow good clinical practice

e Ethics committee has the right to withdraw the approval if found necessary due to

protocol violations, non-compliance to regulations and guidelines




e For any modifications/changes in protocol, investigators and study site you need to

submit the proposal to ethics committee and get the approval.

e You should report any serious adverse events in your site or any other site of this clinical

trial to the ethics committee

e You need to submit the final report and summary at the termination of the study.

Following members of the IEC were present and involved in decision making.

SI. No. | Name Role in the | Affiliations to the
Committee Institution

1 Dr. Ashok Shenoy K. Chairperson Non-affiliated

2 Dr. Shivashankara A.R. Member Secretary Affiliated

3 Mr. Eric Sequeira Legal Expert; Vice | Non-affiliated
Chairperson

4 Dr. Varadaraj Shenoy K. Member-Clinician Affiliated

5 Dr. Safeekh AT Member-Clinician Affiliated

6 Dr. Sudhir Prabhu Joint Secretary, | Affiliated
Clinician

7 | Dr. Anup Kumar Shetty Member-Basic Affiliated
Medical Scientist

8 Mrs. Veena Manoj Member-Lay Person | Non-affiliated

9 Mrs. Anuradha Shetty Member-Social Non-affiliated
Scientist

10 Fr.Dr. Leo D’Souza Member- Non-affiliated
Theologian/Ethicist

Members absent : Nil

Name and Slgnature of Member Secretary

M am———t

Dr. Shivashankara A H PhD.

Member Sacretary

Father Muller Medical College
Institutional Ethics Commltiee
Kankanady, Mangalore




CLINICAL STUDY AGREEMENT

This Clinical Agreement (“Agreement”) is entered into as of i_gtiﬁe_}i'__ 2019 (“Effective Date”) between
Novartis Healthcare Private Limited, a company registered under the Companies Act, 1956 and having
its registered office at 6 & 7 floor , Inspire BKC, G Block, BKC Main Road, Bandra Kurla Complex,
Bandra (East), Mumbai — 400051 (“Novartis”) which expression shall mean and include its successors
and assigns of the ONE PART;

AND

Father Muller Medical College Hospital, located at Mangalore (“Institution”) registered under Father
Muller Medical College Hospital (A unit of charitable Institutions) Certificate No: H-2015-0313 and
having its address at Father Muller Medical College Hospital, Father Muller Charitable Institutions, Father
Muller Road, Kankanady, Mangalore 575002, Karnataka India which expression shall mean and include
its successors and assigns of the SECOND PART;

AND

Dr Ramesh Bhat M. as clinical practitioner in the field of Professor, Department of Dermatology acting
in the role of principal investigator (“Principal Investigator”) which expression shall mean and include
his/her heirs, executors, administrators and assigns of the THIRD PART;

Novartis and Institution and Principal Investigator are hereinafter mdmdually referred to as the “Party”
and jointly as the “Parties”.

RECITALS:

WHEREAS, Novartis is to perform a clinical trial (hereinafter the “Study”) to evaluate the following
drug: Secukinumab, AIN457M (hereafter the “Study Drug”) in accordance with a protocol entitled _A
randomized, double-blind, multicenter study assessing short (16 weeks) and long-term efficacy (up to 1
year), safety, and tolerability of 2 subcutaneous secukinumab dose regimens in adult patients with
moderate to severe hidradenitis suppurativa (SUNSHINE), AIN457M2301 and its amendments
(hereinafter collectively the “Protocol”) attached hereto in Annex 3, and, '

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

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

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

1. CONFORMANCE WITH LAW AND ACCEPTED PRACTICE
The Institution and Principal Investigator shall carry out the Study in accordance with:
(a) the Protocol as amended from time to time,
(b) Good Clinical Practice;

(c) the Declaration of Helsinki;

ﬁ; (d) any applicable direction received from a regulatory authority (DCGI) or ethics LOmmlttCt/LL/

with jurisdiction over the Study; Kﬂ& Muﬂ”"

—1 Page 1 of 18
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(e) any “Applicable Law(s)” being hereinafter defined as : all regional, federal, state, and local
directives, laws, including but not limited to Schedule Y of Drugs and Cosmetics Act 1940,
those related to anti-bribery and promotion, rules, regulations, orders, published
guidelines, operating procedures applicable to the Study and/or the Parties including but
not limited to, legislation applicable to clinical Studies, the Parties, medical treatment and
the processing of personal and medical data.

(F) comply with all guidelines provided to it by Novartis from time to time individually but
not limited to Novartis global Antibribery Policy and Professional Practices Policy

The Institution warrants that the Principal Investigator and the Institution’s employees and
collaborators involved in the Study will comply with all Applicable Laws.

2. PROTOCOL

2.1 The Parties agree that the Protocol, including any subsequent amendments and the Annexes form
an integral part of this Agreement.

2.2 Institution and Principal Investigator agree to use their best efforts and professional expertise to
perform the Study in accordance with the Protocol, all Applicable Laws, the identified timelines
and the terms and conditions of this Agreement. Institution and Principal Investigator may not
start the clinical trial without prior approval of the appropriate Ethics Committee and Regulatory
Authority.

3, APPROVALS
The Study shall not commence until:

(a) all the necessary approvals of the relevant regulatory authority hence been obtained by
Novartis and the competent Ethics Committee have been obtained in writing by the
Principal Investigator. Such approvals shall be forwarded to Novartis no sooner they are
obtained;

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

(c) the Informed Consent Form as defined in Section 6.4 provided by Novartis, has been
approved by the Principal Investigator and/or the ethic committee.

4. DURATION OF THE STUDY

The Study shall commence on 1 Mar 2019 subject to the requirements of Section 3 have been met
prior to this date. The Institution shall use its best efforts to complete the Study and to perform
its obligations under this Agreement by 31 Mar 2023 or as may be extended by a formal writing
between the parties in that behalf

3, TERM OF THIS AGREEMENT

5.1 This Agreement shall be effective upon 01-Mar-2019 (‘Effective Date’) and shall expire upon 28-
Feb-2022 (both days inclusive) unless extended or terminated in terms of this Agreement.

5.2 The following provisions shall survive the termination or expiry of this Agreement: Section 12
(Intellecrual Property), Section 14 (Publication) and Section 15 (Confidentiality), as well as any
other provisions which by their terms are understood to survive the termination or expiry of this
Agreement, including compliance with Applicable Laws.

5.3 In the event that the Principal Investigator decides to no longer conduct the Study both Principal
Investigator and the Institution shall provide written notice to Novartis as soon as possible, and
at the latest, within 30 days prior to such departure. It is clarified that Principal Investigator shall
not be discharged of his/her obligations under this Agreement unless the Novartis and the
Institution have been provided sufficient notice in terms of this clause. Upon expiry of the notice
period this Agreement shall expire. Novartis shall have the right to approve any new Principal
Investigaror designated by Institution and parties shall execute a fresh agreement in that behalf

6. PERFORMANCE OF THE STUDY

performance of the Study, in particular for the following: Ml g{,{,
| paeeq

Rgp Principal Investigator and the Institution shall jointly and severally be responsible for t?
A

Page 2 of 18



6.1

6.2

6.3

6.4

Principal Investigator may appoint individuals and investigational staff as they may deem
appropriate as sub-investigator (the “Sub-Investigators”) to assist in the conduct of the Study.
All Sub-Investigators and investigational staff will be adequately qualified, timely appointed and
an updated list will be maintained. Principal Investigator shall alone be responsible for hiring,
leading, supervising and reimbursing such team of Sub-Investigators and investigational staff,
who, in all respects, shall be bound by the same terms and conditions as the Principal Investigator
under this Agreement. The Principal Investigator shall be responsible for the conduct of the
clinical investigation in its entirety and the well-being of the study subjects (“Study Subjects”)
and undertake in particular to have it executed by competent resources.

Study Site

The Study shall be conducted at the premises of Institution at the Dermatology Department, Father
Muller Medical College Hospital, Father Muller Road, Kankanady, Mangalore - 575002,
Karnataka: (hereinafter the “Study Site”).

Use of Study Drug;

Novartis shall provide Secukinumab (hereinafter called “Study Drug”) in sufficient quantity to
conduct the Study. For purposes of this Agreement only, the Study Drug shall be supplied to
Institution free of charge. In all events, the Study Drug shall remain the sole property of Novartis.

The Principal Investigator shall

(a) at his/her risks, costs and expenses ensure the safe receipt, handling, storage, use and
administration of the Study Drug and take all reasonable measures to ensure that it is kept
secure;

(b)  not permit Study Drug to be used for any purpose other than the conduct of the Study in
compliance with the Protocol;

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

(d) shall fully comply with all the responsibilities set out under the law;

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

(f) upon any earlier expiration or termination of this Agreement, at Novartis's expense, return
any remaining quantities of the Study Drugs to Novartis.

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

(a) Exercise independent medical judgement as to the compatibility of each prospective Study
Subject with the requirements of the Protocol;

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

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

(d) ensure that, before his /her participation in the Study, each Study Subject and/or as the case
may be her/his legal representative has given his or her Informed Consent on the basis of
the information described in Clause 6.4. (c) by signing a consent form (“Informed Consent
Form” or “ICF”) in accordance with the Protocol and without the undue influence or
coercion of any person directly involved in the Study, and in accordance with App[icabl:7
Laws. An example ICF is attached hereto as Annex 3; 7, ottt




6.5

6.6

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

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

(g) comply with the procedures described in the Protocol in relation to that Study Subject; and,
(h) provide details of the proposed Study Subject to Novartis.
Study Subject Recruitment

Principal Investigator has estimated that he/she can recruit the number of Study Subjects as
specified in Annex 1. This target of recruitment can be increased only upon written agreement of
Novartis. The Principal Investigator undertakes to comply with these limitations and conditions
for further recruitment at the Study Site as required by Novartis.

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

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

Recordkeeping, Reporting, Access and Inspections
(a) Recordkeeping, Reporting

The Institution and the Principal Investigator shall perform the following recordkeeping
and reporting obligations in a timely fashion:

(i) Preparation and maintenance of complete, accurately written and electronic
records, including accounts, notes, reports, Case Reports Forms, records of Study
Subject identifications, medical notes, clinical observations, laboratory tests, and
the receipt and disposition of the Study Drug and all supportive documentation and
data for each Study Subject of this Study (hereinafter “Records™).

(ii) Maintain a copy of all documents related to this Study for the longer of a) fifteen
(15) years after the Study is completed or discontinued by Novartis) as required by
applicable laws and regulations.

(iii)  Meet with a representative of Novartis to discuss the progress of the Study; and
Notify Novartis immediately upon discovering any significant violations of the
Protocol.

(iv) In accordance with the procedure set out in the Protocol : Complete a Case Report
Form for each Study Subject; review and sign each of the Case Report Forms to
ensure and confirm their accuracy and completeness; promptly submit the Case
Report Forms to Novartis following their completion,

(v) Cooperate with Novartis in all their efforts to monitor the Study and to support
Novartis in all matters of data collection, verification and discrepancy resolution

(vi)  Maintain all documents and other Records generated in the Study in safe keeping
for such period as is required by any applicable regulations, and in any event for 15
years following termination of the Study; and obtain Novartis approval prior to
disposing of any Record, provided that ‘safe disposal’ of any Record shall ar all
times be in compliance with ‘Data Privacy and Protection’ provisions set out in this
Agreement. In the event of the insolvency or bankruptcy of Institution, Institution
agrees to promptly transmit all copies of such records to Novartis in accordance
with Novartis’ written instructions and in line with the transfer and disclosure terms
set out in the ICF signed by concerned trial participants, at Novartis’ expense.

3@ vii)  Ensure the hospital records of Study Subjects are kept safely in a known and
accessible location during the period defined here-above. &MM
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6.7

6.8

(viii) Make all Records available to Novartis or its nominee promptly upon request for
monitoring and/or auditing purposes;
(ix)  Beresponsible for making any necessary applications for registration under the data
protection legislation in connection with data obtained under this Agreement, as
provided in Article 27.
(b) Access and Inspection

It is agreed that the authorized representatives of Novartis, and regulatory authorities to
the extent required by law, shall be entitled to:

(i)

(iii)

(vi)

(vii)

Examine and inspect the Institution’s facilities required for performance of the
Study; and

Inspect and copy all data and work products relating to the Study (including,
without limitation, access to records as necessary for study monitoring or to audit
the conduct of the Study in accordance with Novartis standards). Sponsor will
maintain the confidentiality of any subject-identifiable medical records.

If any governmental or regulatory authorities notifies Institution or the Principal
Investigator that it will inspect Institution’s records, facilities, equipment, or
procedures, or otherwise take action related to the Study, Institution shall promptly
notify Novartis or any designated person within 24 hours, allow Novartis to be
present at the inspection/action or participate in any response to the
inspection/action, and provide Novartis with copies of any reports or information
issued by the authority and Institution’s proposed and final response.

Grant access to Novartis or its representative to visit periodically, as frequently as
required for the proper performance and oversight of the Study, the Study Site in
order to proceed with any and all monitoring activities required for the Study.

The Institution and the Principal Investigator will use their best efforts to facilitate
the performance of any audit and inspection and shall give Novartis and any person
designated by them access to all necessary facilities, data and documents.

The Institution and the Principal Investigator shall take appropriate measures
required by Novartis to correct without delay all observations found during the
audits or inspections.

It is expressly agreed between the Parties that Novartis will not compensate the
Institution or the Principal Investigator for the audits and inspection.

The rights and obligations under this Article shall remain in effect for fifteen (15) years after the
end of the Study.

Reporting: The Principal Investigator shall, either by himself/herself or histher duly authorized
representative, on reasonable notice

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

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

(c) On discovering any significant violations of the Protocol, the Principal Investigator shall
notify Novartis immediately.

Reporting of Safety Information:

The Principal Investigator shall notify Novartis of each Serious Adverse Event encountered in the
Clinical Trial within twenty-four (24) hours of becoming aware of it in accordance with the
instructions set forth in the Protocol as well as local regulatory requirements. Each such notice
shall be given by telefax or e-mail on a Novartis Serious Adverse Event Report form, whether or
not notification was initially given by telephone. Sectrion 6.6 shall apply to both the original copy
of each Serious Adverse Event Report form and the telefax confirmation sheet or e-mail reflecting

its transmission to Novartis.

Mo
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The Principal Investigator shall also ensure that any person involved in the conduct of the study

shall:

(a)

(c)

Immediately report to Novartis according to the procedure set out in the Protocol, any new
safety findings on the Study Drug, including Serious Adverse Event or Serious Adverse
Reaction affecting or which could have an impact on the safety of the Study Subject or
which could result in a re-assessment of the risk-benefit ratio of the Study Drug. The
Principal Investigator shall follow up such immediate reports and provide the additional
information in a detailed, written manner to Novartis in accordance with the Protocol and
local regulatory requirements;

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

Cooperate with and supply any further information required by Novartis and/or any
relevant ethics committee or Regulatory Authority with jurisdiction over the Study.-

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

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

After completion of the Study and evaluation of the results, Novartis will inform the Principal
Investigator about relevant safety-related findings in accordance with the guidelines and Study
procedures.

6.9  Items supplied by Novartis

Novartis shall provide directly or indirectly the Principal Investigator and/or the Institution with
all necessary information, documents and materials, including but not limited to:

the Investigator Brochure (IB)
the Protocol,

the CRF/e-CRF

he Study Drug

the study related equipments on returnable basis listed in Annexure 1

6.10  The Principal Investigator, or coordinating investigator for multicentre studies, shall sign the
clinical Study reports, which form part of the marketing authorization submission.

LIABILITY-INDEMNIFICATION

i In the case of any injury occurring to a clinical trial subject or in the event of clinical trial related
death of the subject, Novartis assumes responsibility to the extent and in the manner under the
applicable laws

P

The Institution and Principal Investigator (“Indemnifying Party”) will indemnify and hold harmless

Novartis from and against any and all liabilities, claims, damages, losses, settlements, penalries,
fines, costs and expenses, including attorneys’ fees, (collectively, “Damages”) of whatever kind or
nature (but not including taxes) arising from any third party demand, investigation, claim, action
or suit in the based on (i) the gross negligence, bad faith or willful or intentional misconduct of the
Indemnifying Party (ii) a material breach by the Indemnifying Party of any term of this Agreement,
or (iii) a violation of any relevant law, rule or regulation by the Indemnifying Party in the
performance of its duties under this Agreement.

INSURANCE

The Institution warrants that it has appropriate and adequate professional indemnity insurance to
cover claims or damages including those arising out of negligence of the Principal Investigator for
which it shall be liable under this Agreement. The Institution shall provide evidence of its insurance

upon request by Novartis. (ILQ_Q_ 6 (
L/
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Novartis warrants that it has insurance for the Study Subjects included in the Study in place at
Study start.

COMPENSATION

In consideration for the satisfactory performance of the Study according to this Agreement and
the Protocol, The Principal Investigator agrees to Payment Schedule attached hereto as Annex 1.

Novartis reserves the right to terminate the Agreement immediately if no subjects have been
recruited at the Study Site by 29 Jan 2021.

Subjects not completing the Study will be paid for on a prorated basis according to the number
of completed visits. All payment will be made for subject visits according to the above Payment
Schedule attached as Annex 1. No payment will be made for any Study Subject excluded from
analysis because of Protocol violations that were within the Institution or Principal Investigator’s
control. Reimbursement for expenses related to screening failures, patient travel, and local lab
test will be made according to the Payment Schedule in Annex 1.

The Principal Investigator shall send the invoices to:

Novartis Healthcare Private Limited
GDO Trial Monitoring, India
Nisha Mahajan/ Isha Khopkar

6 & 7 floor , Inspire BKC

G Block, BKC Main Road

Bandra Kurla Complex

Bandra (East), Mumbai - 400051
Mabharashtra, India

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

EQUIPMENT

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

If Novartis, or its designee, provides the Institution and/or Investigator with Equipment for the
purpose of this Study, the Institution and Investigator agree that the Equipment shall remain in
the same condition during the Study, with the exception of ordinary depreciation.

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

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

TERMINATION

Either party may terminate this Agreement for any safety and/or efficacy concerns or other ethical
grounds by giving written notice to the other party with immediate effect. In case of early
termination the Father Muller Medical College Hospital/Dr Ramesh Bhat shall notify the
relevant Ethics Committee of the early termination, and Novartis shall notify the regulatory
authorities and any other competent authorities as relevant and appropriate within specified
timelines

Novartis may terminate this Agreement for convenience by giving written notice to the Institution
with immediate effect.

If Novartis terminates this Agreement, Novartis shall have no obligations under this Agreement

except to reimburse the Institution for such reasonable costs and non-cancellable obligatons v
Ll
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13.

14.

14.1

14.2

14.3

14.4

which has been approved by Novartis incurred in the performance of the Study prior to receiving
notice of termination.

The termination or expiry of this Agreement shall not affect the rights and obligations of the
parties which accrue prior to the date of termination. In particular, the Institution/Principal
Investigator shall provide all outstanding Case Report Forms to Novartis and return to Novartis
all documents and Equipment provided by Novartis under this Agreement.

INTELLECTUAL PROPERTY

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

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

The Institution agrees to, and to cause its employees and collaborators and the Principal
Investigator to, execute promptly all documents and take all such other action as may reasonably
be requested by Novartis to enable Novartis to obtain the benefit of its rights under this
Agreement. This includes without limitation taking all necessary steps for the transfer of
ownership of all data, information, documents, inventions and discoveries to Novartis in
accordance with this Agreement, and assisting Novartis in the preparation and prosecution of
patent applications. Furthermore, Institution and Investigator shall execute, or procure the
execution of, and enforce all documents and deeds and do, or procure the doing of, all things as
Novartis including but not limited to assignment of any and all rights, title and interest in
resulting intellectual property in Novartis.

The Institution shall ensure that the Principal Investigator and the Institution’s employees and
collaborators involved in the Study will comply with its obligations under this Agreement.

TAXES AND SOCIAL SECURITY CONTRIBUTIONS

It shall be the Institution’s responsibility to comply with all obligations in respect of taxes and
social security contributions, if applicable, which relate to the subject matter of this Agreement,
including without limitation those which relate to the Principal Investigator, the Institution and its
employees and/or collaborators.

PUBLICATION

Novartis recognizes the Institution’s interest in making publications and presentations relating to
the Study in journals, at meetings or otherwise, and may therefore permit such publications and
presentations, provided however that the Institution shall provide to Novartis any proposed
presentation at least 15 (fifteen) working days prior to being disclosed and any other proposed
publication at least 45 (forty-five) working days prior to being disclosed, and provided that
Novartis shall have the right to require amendments to any such proposed presentation or
publication on reasonable grounds including without limitation:

(a) to ensure the accuracy of the presentation or publication;

(b)  to ensure that proprietary information is not inadvertently divulged;
(c) to enable intellectual property rights to be secured;

(d) to enable relevant supplementary information to be provided.

Authorship of any publications relating to the Study shall be determined by mutual agreement.

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

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

Except as otherwise required by law or regulation, neither Party shall release or distribute anyﬁw(ﬂ‘y

materials or information containing the name of the other Party or any of its officers, agents or

1
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employees without the prior written consent by an authorised representative of the non-releasing
Party.

15. CONFIDENTIALITY

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

15.2  Upon termination or expiry of this Agreement, the Institution and / or Principal Investigator shall
safely destroy (as set in the Data Privacy and Protection annexure to this Agreement) or return
to Novartis, as per Novartis’ request, all documents, samples and material containing or relating
to Information, except for one copy of Information which is to be retained in the confidential
files of the Institution for record purposes only. If requested by Novartis, such safe destruction
shall be promptly confirmed in writing by the Institution to Novartis.

15.3  The confidentiality obligations set out above shall not apply to:

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

(b)  Information that the Institution can demonstrate by written evidence was in its possession
prior to its disclosure by Novartis or that said information, its collection or creation did
not occur during or in connection with the Study;

(c) Information which the Institution received from any third party not engaged in the activities
which are the subject of this Agreement, where such information is not subject to an
obligation of confidentiality in favour of Novartis or any of its affiliates.

16. NOTICES

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

Mr Murugananthan, K

GDO Trial Monitoring, India
Novartis Healthcare Private Limited
6 & 7 floor , Inspire BKC

G Block, BKC Main Road

Bandra Kurla Complex

Bandra (East), Mumbai - 400051
Mabharashtra, India

Telephone: 02250243544

Fax: 022- 50243005

or to such other address as may have notified to the other party in writing.
17 ASSIGNMENT

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

permitted assigns. L)LA"
s
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24,
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24.2

24.3

%

SUBCONTRACTING

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

SEVERABILITY

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

WAIVER

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

ENTIRE AGREEMENT

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

DEBARMENT

Neither the Principal Investigator nor the Institution, nor any person employed thereby nor any
collaborator who is involved in the performance of the Study has been debarred under the law
including but not limited to provisions of the Indian Medical Council Act, 1956 as amended, Drug
and Cosmetics Act, 1940 and no debarred person will in the future be employed or engaged by the
Institution in connection with any work to be performed for or on behalf of Novartis. If at any
time after the execution of this Agreement, the Institution becomes aware that the Principal
Investigator or the Institution or any person employed or engaged thereby is debarred, or is in the
process of being debarred, the Institution hereby certifies that the Institution will so notify Novartis
at once.

CONFLICT OF INTEREST, FINANCIAL DISCLOSURE

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

TRANSPARENCY/DISCLOSURE

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

(a) that Novartis has retained Principal Investigator for professional services in relation to the
conduct of the Study; and

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

Both parties agree to make all other disclosures and/or notifications as may be required in
connection with entering into, performing, or receiving compensation under this Agreement, and
Principal Investigator shall follow all Applicable Laws in this respect, including those relating to
Principal Investigator’s professional relationships with decision-making authorities or bodies (if
any), such as, for instance, recusal from any votes, discussions or recommendations regarding
investigational or marketed products of Novartis, regardless of whether such are subject to the
Services.

The Institution and Principal Investigator understand and agree that Novartis may be required to
disclose certain information to governmental agencies in different jurisdictions in order to comply
with local laws regulating clinical trials. The Institution and Principal Investigator consent to the
disclosure of certain information that otherwise may constitute personal data in order to comply
with laws regulating clinical trials, including but not limited to the Institution’s and/or Principal

A

Investigator’s name, clinical trial Study Site contact information, name of the clinical rrial, Sponsor,
&
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28,

26.

27!

28.

copy of the Agreement, and costs and fees relating to Study Site’s activities performed under the
Agreement. Novartis will provide upon written request a list of any such disclosure made
regarding the Institution and/or the Principal Investigator.

JURISDICTION AND APPLICABLE LAW

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

DATA PROTECTION

A form regarding the disclosure of the Principal Investigator’s personal data together with the
general provisions regarding any personal information processed by the Institution under this
Agreement is attached as Annex 2.

COUNTERPARTS

This Agreement may be executed in two or more counterparts each of which shall be deemed an
original, but all of which together shall constitute one and the same instrument.

PRECEDENCE

To the extent that there may be any inconsistency between this Agreement and the Protocol, the
Protocol shall take precedence in ONLY in relation with trial procedures while in all other
instances the agreement shall prevail.
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IN WITNESS WHEREOQF, the Parties intending to be bound have caused this Agreement to be executed

by their duly authorised representatives.

NOVARTIS HEALTHCARE

LIMITED

P
¥

Name: Sachin Patil

Title: Clinical Study Manager

Date: 15‘“! FCJD ,9,@15

[Principal Investigator] u(
v
(W
By: {H gt

Name: Dr Ramesh Bhat M

Title: Principle Investigator

Date: 0 l(/ Fd !20[?

T Mk

o,

[Father Muller Medical College Hospital]

By: =
Y —

Name: Rev. Fr Richard Aloysius Coelho

Title: Director, Father Muller Charitable
Institutions

Date: Olf -@"55 OLQ / ‘?

(ANKANADY

=] MANGALORE
575 002
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ANNEX 1: PAYMENT SCHEDULE

STUDY NUMBER: AIN457M2301

STUDY NAME: A randomized, double-blind, multicenter study assessing short (16 weeks) and long-
term efficacy (up to 1 year), safety, and tolerability of 2 subcutaneous secukinumab dose regimens in
adult patients with moderate to severe hidradenitis suppurativa (SUNSHINE)

Investigator’s Name: Dr Ramesh Bhat M

Institute Name: Father Muller Medical College Hospital

Payee Name: Father Muller Research Centre

Pan Card Number: AAATF0345D

GSTIN: 29AAATF0345D1Z74

Committed Number of Study Subjects: 3

List of Equipments provided to Institution / Principal Investigator:

e ePRO Tablets
e Refrigerator for storage of study medications
e  Thermohygrometer

Payment Schedule:

Screening Treatment Period 1
Visit e wk
iy Scr1 Scr 2 baseline wk 1 wk 2 wk 3 wk 4 wk 8 wk 12 16/E0T1
Day (-28 to -14)| (-13 to -1) 1 8 15 22 29 57 85 113
Hospital | 554 1500 1500 1500 1500 1500 1500 1500 1500 1500
Expenditures
Protocol
Assessment| 10000 7500 10500 5500 6500 5500 6500 5500 5500 8500
Fess for PI
Co-l Fees 1000 1000 1000 1000 1000 1000 1000 1000 1000 1000
Institutional
Overhead 2500 2000 2600 1600 1800 1600 1800 1600 1600 2200
(20%)
TOTAL 15000 12000 15600 9600 10800 9600 10800 9600 9600 13200

! | | /‘iwvéﬂ
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wik Total

Visit number | WK 17 | Wk 18 | wk 19 | wk 20 | wk 24 | wk 28 | wk 32 | wk 36 | wk 40 | wk 44 | wk 48 s2/e012 | Wk 60/F8

Day 120 | 127 | 134 | 141 | 169 | 197 [ 225 | 253 | 281 | 309 | 337 365 421

— 34500
0P | 1500 | 1500 | 1500 | 1500 | 1500 | 1500 | 1500 | 2500 | 1500 | 2500 | 2500 | 1500 1500
Expenditures

Protocol 148000
Assessment | 5500 | 5500 | 5500 | 5500 | 5500 | 6500 | 6500 | 5500 | 5000 | 5500 | 5000 | 7500 7500

Fess for P/

Co-I Fees | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 2000 | 2000 | 1000 1000 23000
Institutional 40600
overhead | 1600 | 1600 | 1600 | 1600 | 1600 | 1800 | 1800 | 1600 | 1500 | 1600 | 1500 | 2000 1500

(20%)

TOTAL | 9600 | 9600 | 9600 | 9600 | 9600 | 10800 | 10800 | 9600 | 9000 | 9600 | 9000 | 12000 11500 246100

Payment Terms:

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

The budget includes Investigator, Sub investigator fee and protocol procedure charges which
include all assessments to be performed at individual patient visit including study drug
administration, vitals & all other assessments as per protocol visit assessment schedule

Screen failure cost is inclusive of the above budget, and no separate screen failure cost will be
provided by sponsor.

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

Sponsor shall reimburse patient’s travel cost per protocol visit as per actuals for which
institution/PI shall provide original invoice along with the supporting bills.

Ethics Committee fees will be paid as per actuals and subject to TDS deduction

All payments are based on actual patient visits.

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

with relevant details mentioning GST registration number on it.

Rescue medication & antiseptic cost shall be reimbursed separately.

i
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ANNEX 2: PRINCIPAL INVESTIGATOR — PERSONAL DATA DISCLOSURE FORM

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

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

In that regard, Novartis is asking for your permission to submit your name, clinical trial site contact
information, name of the clinical trial, sponsor, copy of the clinical trial agreement, and costs and fees
relating to your site’s retention, to a third party administrator of this database. This information will be
maintained in that database for five years. If you are conducting research for Novartis in countries other
than the United States, such as those in Europe, you should note that the United States does not offer the
same standards of privacy protection as those offered in Europe. You are not required to give consent to
this disclosure in order to proceed with this clinical study. However, by doing so, you are helping to collect
information on fair costs in clinical trials.

O Yes, [ hereby agree that Novartis may disclose my personal data in connection with the Grant Plan
database.

o No, I do not give my permission to disclose my personal data in connection with the Grant Plan
database.

Place and Date: 0 (((N\LU-{ 2019
M&%M .

/% (et E’W//

Name: Dr Ramesh Bhat

Principal Investigator
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Data Privacy and Protection
Provisions regarding any Personal Information Processed by Institution under this Agreement:
Defined Terms. For the purposes of this Section, the following terms shall have the meanings given below:

“Personal Information or Data” means any information that relates to an identified or identifiable person
including without limitation electronic data and paper based files that include such information such as:
(a) name or initials; (b) home or other physical address; (c) work, cell or home telephone number; (d) work
or home email address or online identifier associated with the individual; (¢) identification code; (f) credit
card number; and (e) employment information, that is Processed directly or indirectly, by Institution on
behalf of Novartis in connection with this Agreement.

“Sensitive Personal Information or Data” — constitutes a subset of Personal Information and relates to of
an individual’s (a) physical, physiological or mental characteristics, (b) economic status, (c) racial or ethnic
origin, (d) political, ideological, religious opinions or philosophical beliefs, (e) trade union membership,
(f) health or medical information including information related to payment for health services, (g) sex life
or sexual preference, (h) genetic material or information, (i) human biological samples or cells, (j) unique
biometric data, (k) Personality Profiles or (ii) an individual’s name in combination with the individual’s
(a) Social Security number, (b) alien registration number, (c) driver’s license number, (d) passport number,
visa number or other government identifier, (e) credit card, debit card, or other financial account numbers,
with or without any associated code or password that would permit access to such account, or (f) mother’s
maiden name; and as applicable under local laws.

“Data Subject” — and identified or identifiable person who’s Agreement Personal Data are processed,
accessed, received, transmitted, or maintained by the Supplier. An identifiable perosn is one sho can be
identified, directly or indirectly, in particular by reference to an identification number or to one or more
factors specific to his physical, physiological ,mental, economic, cultural or social identity.

“Processing” means any operation or set of operations which is performed upon personal information,
whether or not by automatic means, such as collection, recording, organisation, storage, adaptation or
alteration, retrieval, consultation, use, disclosure by transmission, dissemination or otherwise making
available, alignment or combination, blocking, erasure or destruction or any other operation or set of
operations otherwise defined in applicable Data Privacy Laws. This also includes the processing of
personal information in structured manual files.

“Institution Third Parties” — any third party that assists Institution in performing its obligations under the
Agreement, including an affiliate or direct or indirect subcontractor of Supplier.

General Obligations of Institution:

a. Compliance with Applicable Laws and Permitting Processing. Institution will, and will cause all

Institution Third Parties to, hold Personal Information in confidence, use Process such data only for the
benefit of Novartis and its Affiliates and Process such information in compliance with (i) all Applicable
Data Protection Laws, (ii) the Agreement, (iii) any consent, authorization of a Data Subject or other
authorized participant, such as subject’s legal representative, (iv) industry standards, and (v) this Data
Privacy and Protection Exhibit; provided, however, that Institution (or Institution’s Third Party) may
Process Personal Information only under the written instructions of an authorized signatory of Novartis.

To the extent that the Agreement involves the processing of personal information owned by or licensed to
Institution prior to or separately from the Services, Institution represents and warrants that such data has
been obtained in compliance with applicable laws and regulations, including Applicable Data Protection
Laws and all necessary consents and authorizations, including those of any patient, if applicable.
[nstitution further represents and warrants that Institution and/or Novartis is authorized to use such data
as contemplated by this Agreement.

b. Obligations with respect to the Data Subjects participating in trials:

Institution shall take reasonable steps to ensure that each individual whose Personal Information were, or
are, in its possession is able to assert his or her rights under local law, including but not limited to right of
access to view and correct his or her Personal Data, right to withdraw consent and file complaint or
grievance if any, with the Institution.

c. Obligations with R t to Institution’s Third Parties.

Within seven (7) business days of Novartis’ written request, Institution will produce clear and accurate

PR | (
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i/ﬁormation stating who is holding and processing Agreement Personal Data, and in what cquntry tkqft v
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are located. In all such arrangements, Supplier will enter into agreements with Supplier Third Party(ies)
that are substantially similar to this Data Privacy Exhibit. Supplier shall provide copies of such agreements
to Novartis within seven (7) business days following a written request from Novartis therefor.

Data Safeguards. The parties agree to comply with the following:

(a)

(d)

(e)

(f)

Without limitation of any provision of this Agreement, the parties agree to comply with all
applicable Laws governing the privacy and security of Personal Information that Institution
shall create, acquire, access or receive as a result of this Agreement, to the extent that such
Laws apply to either party.

Institution agrees to implement administrative, technical and physical security measures to
protect Personal Information, from (i) unauthorised or accidental destruction, (ii) theft,
forgery or loss, (iii) technical faults, (iv) forgery, theft or unlawful use (v) unauthorised
alteration, copying access; or (vi) any other unauthorised processing.

Security measures implemented by Institution must take into account (i) the purpose of the
data processing, (ii) nature and extent of the processing, (iii) assessment of possible risks to
the data subject; and (iv)current industry best practices and state of the art technologies,
including but not limited to encryption of information at rest and in transit. Security
measures shall be reviewed on a periodic basis and updated as required.

All email communication with Novartis, especially those involving trial related information
should happen via secure ‘Institutional email 1ds’. Exceptions (i.e. use of non-institutional
email Ids), if any must be discussed with Novartis and a secure communication solution, as
mutually agreed and in line with Novartis’ security standards, is implemented.

[nstitution shall not sub-contract any of its rights or obligations without the prior written
notification to Novartis. In the event that any Institution Subcontractor shall have access
to Personal Information, such access shall be permitted under a need-to-know basis and
only to the extent required for the due performance of Institution’s obligations. Institution
shall enter into Agreements with its’ subcontractors that contain privacy and security
provisions that are equivalent to the provisions under this Agreement.

Institution shall ensure that personnel who will be undertaking the Processing of Novartis
Personal Information, including that by Institution’s Third Party (if any) have appropriate
skills and privacy and security training to handle Sensitive Personal Information.

If Institution disposes of any paper, electronic or other record containing Agreement
Personal Data, Supplier shall do so by taking all reasonable steps to destroy the information
by (a) shredding; (b) permanently erasing and deleting; (c) degaussing; or (d) otherwise
modifying the Agreement Personal Data in such records to make it unreadable, un-
reconstructable and indecipherable.

Institution shall maintain procedures to detect and respond to a Data Security Breach.
Institution shall notify Novartis of any Data Security Breach within 24 hours of discovery
of a data security breach. Institution shall promptly make available to Novartis details of
the Data Security Breach and shall use commercially reasonable efforts to investigate and
prevent the recurrence of such Data Security Breach. The parties shall reasonably cooperate
to remediate a Data Security Breach and prevent any recurrence. Novartis, at its sole
discretion, after consultation with Institution, shall determine whether and when to notify
any individuals or persons (including Governmental Authorities) regarding any Data
Security Breach affecting Novartis Personal Information. Institution, as determined in its
sole discretion, shall comply with all applicable Laws to which it is subject with regard to
the Data Security Breach. /
A
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ANNEX 3: NOVARTIS POLICIES & STUDY DOCUMENTS

I/ We, the undersigned Institution and Principal Investigator for study number AIN457M2301 declare
that I have received a copy of;

(a) Novartis global Antibribery Policy
(b) Professional Practices Policy

1/ We, have read the policy (ies) understood its meaning and shall comply with the same.

[NAME OF INSTITUTION] [PRINCIPAL INVESTIGATOR]

By: k% By: %LW&{ Lu{

T e 1

Name: £EV. ER RICHARY HLDjSJUS Name: _Di. /gﬂ/ﬂfg‘{ K’Wq7 M.

o
Title: _DIKE CToP COER |

Date: Olg./} Mo !9.?;0[ g9 Date: OQ'/M“GL/ MM?—

{

Mo
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Glossary

Associate - Directors, officers, managers, and employees of Novartis AG and its affiliates.

Business Qwner - The person from the business unit whao réquests or-spohsors the engagement
of a Third Party and who is responsible for the businass impact-of such engagement.

Compliance Confirmation — A Compliance Confitmation is an. a"ﬂestationﬁréquejétéd from the
Third Party to confirm their.compliance with the law and to confirm the validity of the information
collected as part of the due diligence. A template for the. Compliance Confirmaition is attached to
Annex 5 of this Guideline. ' '

Due Diligerice Chécklist — The Due Diligence Checklist is a document that is designed toc help
the Due Diligence Coordinatdr to conduct and docuiient the effds related to the due difigence,
This checklist (issued by. Group 1&C) is not an exhaustive list but ensures that the main sources of
information will be collected.

Pue Diligence Coordinator — The person who receives the request to perform the risk-based
Duye Diligence on t_he-"prOSpectiVe Third Party.

Executive: Summary ~ The Executive Summary is a document that capturés and summarizes
the information. collected d uring the due diligence prosess, the identified Red Flags, the proposed
measures to address the risks identified with the proposed Third Parly engagement, and the
decision whether or not to engage the prospective Third Party.

Guideline — The term Guideline refers to this Anti-Bribery Third Party Guideline.

Material Chiange to the Structure of the Third Party — A material change to the structure of a
Third Party covers the following two situations: _

(a) Change in ownershipicontrol: the Third Party or any person who Conirols the Third
Party has-a change of Confrgl, "Control” in this context means the direct or indirect
ownership of more than 50% of the equity interest or voting rights.in a corporation-or
business ‘entity, or the ability in fact to contrat the management decisions of such
corporation or business entity (e.g.; by the appointment of a majority of the diréctors of
management or otherwise}; or

(b) Change to membership of the executive body of the Third Party: there is a change to

~ the membership of the executive bady of thé Third Party. For exariple, @ change to'the
executive management of the Third Party {e.g., CEQ, N-1 to' CEO).

Questionnaire for Third Parties - The Questionnaire is designed to assist the Due Diligence
Ceordinator to gather information from the Third Party amongst others about their business, their
ownership and structurs, government relations, eompliande with:laws and commercial references.

Red Flag — A Red Flag is information that indicates an increased risk. of corruption or another
potential issue with a Third Party, such as any undesirable characteristic that pertain to a
company's ownership, business structure or relationships and/or compliance with laws.

Third Party — The tefm Third Party is defined in Section 2.8 of the Anti-Bribery Policy as any
natural person or legal entity with whom Novartis interacts and who poses, due to the nature of
their business, a particular level of bribery risk, Section 1.4 of this Guideline sets out the spscific
types of services that pose a bribery risk,

S U novarris
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L.ist of Acronyms

DOC ~ Due Diligence Coordinator

Group &G - Group. Integrity & Compliance
LCO-~ Local Compliance Officer

PEP - Puiitically Exposed Person

RCO -~ Regicnal Compliance Officer

Group 1&C
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1 Introduction
1.1 Purpose

Our continded commitment to ethical business conduct s central to earning and maintaining the
frust and* support of our key stakeholdar groups and realizing our asplrallon to be & trusted leader
in changing the practice of medicing. ~ -

To achieve this aspiration, it is essantial that Novartis only-engages Third Parties that are suitable:
from an:anti-bribery perspective, We expact Third Parties with whom we work:to comply with
bribery and corruption laws. and to observe: our reqmrements concerning antl«bnbery

This Guideling elaborates on section 2.8 of the charhs Anti-Bribery Policy, and glves Associates
instructions ag to the requirements for the management of Thlrd Parties from an Anti-Bribery
perspective. .

1.2 Scope and Applicability
Thiis Guideline applies'to all Associates.

It enters ifto force as of May 1, 2017 and rep[aces the: prewous Versmn of the Novartis Third
‘Party Guideline dated March 1,.2012. :

This Guideline is not intended to override or supersede more restrictive laws relating to bribery; In
addition to this Guideline, other Novams pnnclples and practtces ar equwalent documents may

1.3 Roies and R'Gspbﬂs-i_bilities:

The Busmess Owner has ultimate responsibility for- managlng and mltigatmg the-bribery risks
associated with Third Parties and must:

+ confirm the legitimate need for the goods and/or service pravided by the Third Party
- identify whether a Third Party falls within the scope of this Guideline

+ ensuré that the Due Diligence Codrdinator (DDC) is provided with all nécessary
infortration to fulfill: the requirements dutlined in this Guideling

» validate the infermation captured j in ihe Executwe Summary and decide on the
engagermient of the Third Party _

. ensure that the Agreement covers the content of the clauses listed in Section 2.2.1
monitor the Third Party in adherence to the contract and in accordance with the measures
identified in the Executive Summary

+ define an audit plan, if necessary, for the Third Party in consultation with LCO and Legal

Procurement shall appoint DDCs in the relevant market, where possible cross-divisionally, and
shall cornmunicate the. appointmant.

The DDG is responsible for:
» Performing the due diligence or ensuring that it is performed for afl new Third Parties or

existing Third Parties who fall within the scope of this Guideline by virtue of the provision
of 2 new service (see sections 2.1.1 and 2,1.2)

Business Use Qnly
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. Supportmg the Business Owner in makihg an informed declslon about the engagement of
the Third Party {see section 2.1.3)

« Monitoring and petforming any subsequént assessments after the Third Party has been
engaged (see section 2.2.2)

If the Third.Party is domiciled in a different country to-the Novartis coptracting entity, the DDG of
the contraciing entity may decide to reguest support from the DDC of the country in which the
Third Party is-domiciled. If such.a request is made, the BDC In that ceuntfy is .obliged to provide
support.

The Local Compliance-Officer {LGO) is responsible -for-:advising':t'he Business Owner and the
DDC. Thée LEO must approve any degision to.purstie the engagement of any Third. Party that is
classified as medium or high risk.

Legal isiresponsible for supporting the Business Owner, as. requested when engaging. the Third
Party, including but not limited to the: overall adequacy of the-confract and inclusion of all
necessary clauses.

The Head Legal of the local division or unit must approve any decision fo pursue ihe engagement
of any Third Party that is-classified as high risk.

Group Integrity & Compliance (Group I&C) provides resources suppoartirig the rollout of this
Guidsline (e.g., guidance, conimunication toolkiis). They are responsible for keeping a central
repository of these resources. A database of appointéd DDCs is also maintained by Group 1&C.

Third Parties Subject to this Gu i!:;ilél_ine

A Third Party is suhject to thls Guideline if they engage in any of fhe activities specified below:

¢ Sell orresell or assist in selling or reselling. Novartis. products, through demand generation
and/or active prometion of a Novartis product

» Acton hehalf of Novartis or assist Novartis in daaling with goveriiment agenciés to obtain
‘permits, licenses, ‘visas, regulatary approvals, pricifig, reimbirsement, participation in
tenders, efc. i

» .Act on behalf of Novarts or assist Novartis in dealing or interacting with health care
professnonals

. Conduct clinical frials on behalf of Novartls

Further guidance to- support the |dentrf|cat|on of Third Parties that fall within the scope of this
Guidaline can be found'in Annex 6.

Due diligencé on Third Parties that are salected as mandatory global providers for one or more of
the activities listéd above must be uridertaken at the global level. Local organizations engaging
such mandatory global providers for the activities that are subject to global due difigence are net
required to perform’a separate due diligence.

Group 1&C {!} N OVA RTI S
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2.1

Anti-Bribery Third Party Risk Management

The management of Third Parties reiqu_ir_es'%e identification, as&éssme_nt_._ mitigation and
monitoring of the risk associated with the-eng‘agement of Third Parties.

The following risk based due diligence and post—approval processes must be implemented 1o
ensure that the risk’is adequately managed:

Ooeciumentation

Risk Based Due Diligence Process

21.1  Pre-classHication:of Third Pariy.
Before the commencement of the due diligence, the Third Party must be pre-classified as "low”, .
‘medium” or “high” risk using the Novartis-Risk Classification Methodology as per the Reswnsﬂ:l
Procurermsnt Risk Asssssment- Protess provides dn indication of the risk-adjusted efforts
reqmred for each step of the. management of the Third: Party {(e.g;, due diligence, detision making,
contratting and monijtoring).. Risk pre-¢lagsifi cationis-hased on risk-related factors such as the
geography, the type of services provided and background of Third Party.

2412 Due Diligence
The purpose of the due diligence is to:

«  Confirm the pre-classification through the collection and verification of due diligence
process relevant information relating to-the Third Party: -
»  [|dentify and assess specific areas of elevated risk and seek fo mitigate-those risks

For all Third Parties, information on the Third-Parties’ business, ownership & management,
government relations, compliance with laws, licénses, registrations, and certifications (such as
licenses to frade) and commercial referances must be collected. An essential comiponent of this

exercise is the full and accurate cermpletion of the Novartis Antlenbery *Questionnaire for Third
'Parhes {Questionnaire) by the Third Party.

LU’"
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Depending on the Third Party risk pre-classification, the following due diligence activities must be
completed.

"Risk T Winimum Activities Ré_qﬁ_ired )
Classification o '

ch lists, ete).

rty inlocal

 Mediuim

s Alllow-riskdue diligence activities pius:

« Screening-of key individuals {sancticns: and watch lists, Politically
Exposed Person, list (PEP), etc.]

« Conduct advarse internet and media searches of key individuals

in the local language{s) and/or English-

Group [&C identifies external vendors that will provide the activities listed above.,

Whera the outcome of the due diligence is unglear due to conflicting or inadequste information,
the DDC must conduct further investigation. This may require ¢communication with the Third Party
fo clarify and validate the information collected, of to gather additional information. The DDC
should discuss and align with Legal and/or the Local Compllance ‘Officer as to whether further
mvestlgatlon by Global Security is needed.

Where Red Flags have been identified, mltlgatlng and monitoring measuras (if available) must be
proposed to address the.associated risks.

Te conclude the due diligence, the DDC must prepare an Executive Sumrhary of the information
collected and verified during the due diligence; the Executive Summary must include:

o afinal risk:classifieation (i.e., low, medium or high risk)
s @ny Red Flags identified _
« any proposed mitigating measures and monitoring activities

in order to-support an informed decision, the DDC must send the Executive Summary to'the
Busiriess:Owner. In.cases whére the Third Party is classified as medium or high risk the
Executive Summary shall alse besent to the LCO (for medium and high risk) and the Head Legal
(for high risk only) of the lecal division or unit.

Group 18C ﬂ NOVARTIS
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21.3  Decision Naling

The Business Owner is responsmle for deciding whether or not to engage the Third Party based
on the resuits of the concluded dug Diligence. For Third Parties that are classified as medium risk,
the LCO has to approve the engagement. For Third Parties that are classified as high risk, the
LCO and the Head Legal of the local division or unit have to approve the engagement.

Depending on the risk classification of a Third Party, the following functions and roles mustbe
involved:

Risk Decision Consultation Esc'éiation in case of c__liéagréem‘ent about I
Classification

Low Risk Business DD
Owner

High Risk Business pRC Regional Compliance Officer (RCO) &

Qwrer, Divisional Country Head

LCO&

Head Legal
of the logal

division.or

unit,

Legal, Fihance, Integrity & Compliance, and other furictions should be consulted by the Business
Owner as appropriate.

The decision concerming the engagement of a Third Party must be do‘cuﬁnen_te‘d'in the Executive
Summary. The concluded Execulive Summary mist be signed by the representatives of the
functions involved.,

Where Red Flags have been identified during the due diligence that could not be fully resolved
(e.g. due to incomplete information), the Business Qwhner can only proceed if the ofher functions
involved in decisicn making approve the: engagement and specific- monitoring measures are
documented in the Executive Summary.

Any due diligence that has been concluded may later be used by other Business Cwners (from
the same or ancther Novaitis division or unit), provided that (i} the nature of the service remains
the-same (i) the due diligence is not older than 3 years, and {iii) there is no Material Change to
the Structure of the Third Party and there are no grounds to believe that the risk classification of
the Third Party has increased.

Sroup - U, NOVARTIS
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2.2

10

A new due diligence may be conducted for any Third Pary that failed to be approved after a prior
Novartis due diligence if there are reasonable grounds 1o. believe that the risk associated with the
Third Party has decreased.

Post Approval Process

2.21 Contracting

Before a Third Party can be engaged by Novartis, or Feceive any paymént from Novartis, a written
contract or another writtén document with @ similar legally binding effect (hereinafter referred to as
“Agreement’) must be concluded and must have come into effect. The Agresment must clearly
describe the subject matter (e.g. goods and/ or services to be performed}, and the terms of
remuneration. '

Clauses that address the following corcepts must be included in each Agreement with a Third
Party:
« An upequivocal statement that they vill not promise, offer, pay, cause to pay, accept
payment of induce payment or take any action that could be considered a bribe, and any
such action wilt be grounds for immediate termination
»  An uhequivecal statement, agreeing to comply with the law, including those related to
bribery and-corruption.such as the US Fereign Corrupt Practices Act, UK Bribery Act
No sub-contracting of the services without Novartis prior written consent
No assignment of the Agreement without Novartis. prior written consent
Obligation to inform Novartis of any Material Change in the Structure of the Third Party
The right to termihate the Agreement upon occurrence af any of the foilowmg events (to
the extent permitted under local law):
-6 Ifthe Third-Party breaches the "Compliance with Law” clause
o In the'event of any material omission or misrepresentafion of information provided
by the Third Party in the due diligence
o Inthe avent of a material delay (at least thirty days) or failure to provide a
Compliance Confirmation (where applicable)
The termination Fight should be immediate wheré permitted under local law.

. e &

For Third Parties that pose a medium or high risk, the following additional concepts-should be
included in.the Agresment:

«  Right to audit the Third Party

« Refusal by the Third Party ta be audited may result (subject te local law) in immediate
termination of the Agreement by Novartis

+ Responsibility to deliver-during the term of the Agreement a Compliance Confimation for
each calendar year. The Compliance Confi rmation shall be delivered during the first
quarter of the year fllowing the end &f the salendar year to which the Compliance
Confirmation relates

» Responsibility to provide training to the personnel of the Third Party or assign
respons:blhty for such training fo Third Party personnel accordmg to the Compliance
Training Guidefine for Externals Part 2: Companies and External Service Providers

‘Examples of clauses that capture the aférementioned congepts are included in Annex 4 of this
Guideline. Legal counsel shall have the authority to-draft their preferved contract language which
still adequately addresses the above:concepts. Furthermors, some of these concepts may be
covered by appropriate language in the Novaris Supplier Code if the Novartis Supplier Code is
referenced in the Agraement with the Third Party.

l, NOVARTIS
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222 WMonitoring

The Third Party must be monitored on an on-going basis by the Business Owner and the
respective DDC. The monitoring must be appropriate to the risk classification.

(a:) Event Triggered Monitoring Activities:
In instances where there is a change in circumstances (e.g., a Matenal Change to the
Struchlire of a Third Paity er newly identified Red F]ags) the impact on the decision to
continue to engage the Third Party and any possible mitigating and mgnitoiing measures
must be assessed. The Execut;ve Summary must be updated accordingly.

This requires that the DDC and Business Owier work closely to inform each other of any
relevant information that they become aware of that may have a negative impact on the
risk classification of the Third Party.

(b.) Renewal of the Due Diligence:
The due diligence process mustbe renewed in line with the Novartis contract life and in
any case at least every three years.

(c.) Pre-Defined Monitoring Activities:
An annual *Compliance Confirmation” shall be provided to Novartis by all Thrrd Parties
classified as medium and high risk. An example of such confirmation is included in Annex
5 of this Guideline.

* The Business Owner in consuitation with the LCO and Legal must define, if necessary, an
appropriate audit plan for the Third Party.

1 crounso | {: NOVARTIS
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3  Sub-Contracting and Assignment of Rights and
Obligations
Any subcontracting of the services contractad by Novarts is subject to prior written approval in.
line with the Decision Making process defined in section 2.1.3. The risk classification of the Third
Party applies to its sub-contractor. ’ .
Clauses that are materially equivalent to those that have beén inserted into the Agreement with
the Third Party as a result of applying section 2.2.1 should be included in the contract between
‘the Third Party and its sub-contractor.

The réquirements relating fo sub-contracting also apply to-any assignment of rights or ebligations
by the Third Party.

' Group 18C 81-3 NOVARTIS
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4  Record Keeping

Documentation refated to the engagement of the Third Pary must be retained to demonstrate that
Novartis has:iaken reasonable precautions fo aveid involvement in carrupt-activities or with
corrupt-actors by providing evidence of credible due-diligence, degision making, contracting and
monitonng Ttie relevant documents should :at:a mihimum include:

Due.Diligence Proce'ss- Documentation:

+  Completed "Questionnaire for Third Parties" including any ddcumentation provided by the
Third Party

Results of the Basn:, Mid-Level or Enhanced Due Dillgenoe

Results of investigations performed by Globai Security, if requested

Completed “Due. Diligence Checklist'

Executive Summary of due Diligence

Decision by the Business Owner, by the LCO (for mediumm or high risk Third Parlies), and
by Head Legal of the local division or unit (for high risk Third Parties); this: should ba
shared across business units / divisions thmugh the DDC

Coniract Ra!ated Documenfatfon

« Agreement (e.g., Coniract, Purchasz Order, and ewdence of relevant documentation
: required by Procurement), : :
= Documentation to support the conclusion that semces and goods are prAced at no more
than market value (e.g., afair market value. analysis or.the results of a procurement
bidding process)

«  Evidence of the transfer of value andior proof the semces or products were delivered
(e.g. invoices)

Monitoring Related Documeritation {as applicahle based on Guideline):

* Documentation of tfaining as defined by the Complianice Training Gmdellne for Externals
Part 2! Companigs-and External Service Providers =

» Evidence of an annual "Compliance Confirmation” by any medium or’ hlgh risk Third Party
» Evidenice of the results-of -any Third Parly Audit, where performed
» Evidence of any additional local menitoring, where performed

All relevant documents should be made available at country leval.
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5 Implementation

51 Training
Associates must famlllanze themselves with thns Gwdehne Thiey must ba trained ip line with the
Novaris-wide. compliance training curricuium and the lntegrity & Compliance Trammg for Novarlis
Internal Associates Framewark Guidéline. Additional training requirements may be defined in
local company procedures.
Group 14C andfor divigional 18C provide the respecti_\.-e-:traini'ng tools.

The local compliance organization pen‘arms training about thls Guideline. Procurerment provides
training about the systems and tools used to exécute th|s Guldalme

5.2 Breach of this Guideline

Breaches of this Guideline.will notbe tolerated 4nd can lead to disciplinary and other actions up-
to and including termination of employment.

53 Responsibilities with regard to the i_m_plementa_ti'on of this Guideline
Siibjectto local adaption, every Movartis mariager rust implement this Guideiine within his or her
area of functional responsibility, lead by exampie, and provide: quidance 16 the Associates
reporfifigt6:-him or her.

All Associates are responsible for adhering to the pringiples and rulés sst out in this Guideline:

The owner of this Anti-Bribery Third Party Guideline is-Group 1&C. They will prepare a high-level
plan for the rollout of this Gtiideline which.shali-also define roles and responsibilifies.

Any questions: should be-ad’dressed toa representétive--fr_om lnteg_rity & Compliance or Legal.

14 Gioup I&C _ ﬂj N OVART I S
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Annexes

Questionnaire for Third Parties

Due Diligence Checklist

Executive Surmmary

Sample Clauses

Sample Compliance Confirmation

Guidance to support the identification of Third Parties that fall within the scope of the Anti-
Bribery Third Parly Guideline
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1 Introduction

Purpose.

Novartis” vision is to be a trusted leader in changing the practice of medicine. Consistent with ‘this vision,
‘Novartis is committed to the same hlgh standard of ethical business conduct wherever it does business.
Novartis has therefore adopted a single set of ethical principles that should be applied in. dany decision-
making by all Novariis Associates in any customer interaction and professional practice-related activity,
including those not specifically covered by fh[S Policy or related documents

Scope a-nd'-.apphcabllity-

This Policy applies-t¢ all Novartis: Associates as well as ali professional practice-retsted activities
conducted by third parties on behalf of Novartis. Al such activities must he congducted in accordance with
local laws, regulations and industry codes, which may be mare strlngent than the requirements outlined in
this Policy.

This Policy servés as the foundation for P3 Guidelines (*Guidelines"y and local standard operating

procedures ("SOPs”) all of which provide addifional requirements for expected behaviors. As a result this.

Policy should be read and applied in conjunction with the Gmdelmes and other references.included in
Section 5 of this document

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

The owner of this Professional Practices Policy (P3) is Group i'r‘i_te'gnty.-& Compliance

3



2 Principles

Put patients first

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

We will treat patient information with respect,
protect confideritiality, where réquired cbtain
informed consent, and be transparent with
patients at all times.

We must protect patient safety. If. an Associate
becomes aware of a produdt-related risk or
complaint (e.9., adverse-event, manufactunng
defect or product failure) related to Novartis
products {approved or investigated) it must be
reported in a timely manner.

Fund responsibly

External funding, including grants, donatlons and
sponsorships, must only be given to legltlmate
organizations and provited in a way that protects
our reputation, aligns with society's expectations,
and is consistent with the Novartis Mission to
discover new ways to improve and extend.
people's lves.

The same rules apply for externalin kind support.

Act with clear intent

As trusted partners in healthcare, all of our
activities must have clear and transpareit.
chjectives that are accurate, truthful, not
misleading, and-appropriate for their interided
context.

Novartis may cenduct promaotional-and non-
promotional activilies throughout the product
lifacycle. These activities ensure that products
are developed to meet the neads of patients, to
advance scientific undarstanding of disedse,
including disease management and treatment
outcames, and to discuss the appropriate use of
products.

Non-promotional activities should never be
cenducted in 2 way that are intended or
perceived to be prometional.

NOVARTIS GLOBAL FOLIDY 4

Engage appropriately

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

Navariis rhay cheoose to engage healthcare
profésgionals or other customers to provide
necessary and legitimate services to help us
resedrch, develop, and/or promote our products.
Any compenisation must be for a bona fide
service, consisterit with fair market value,
property documented and accounted for, and
disclosed whare required.

Allowable. iterns of value, when provided to
customers, must be modest, reasonable,
infrequent, free from actual and perceived
conflicts of interest, and disclosed where
required.

Research for the right reason
Research-and devetopment must only be
conducted to address valid medicat or scientific

" questions aimed.at.enhancing patient care. We

must always respect and protect the rights, safety-

-and well-being of patients and animals and

safeguard the integrity and validity of the data
obtained.

Research and development activities must follow
astablished ethical and scientific standards and
be conducted by gualified investigators.

Research and development activities must never
be promctional in nature.

Nt
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3 Policy
3.1 Clinical Research
Novartis must conduct clinical research for the right réasons. Reséarch must be conducted only if it is:

scientifically valid and designed to answer relevant medical, scientific, or health econortic questions. It
must follow the Novartis Position on Clinical Study Transparency and the Novartis Quai!ty Manual.

Novartis Associates must always put patients first and protect their. safely; if an Associate becomes
aware of an adverse event related to-any study or product; he/she must report it acsording to Novartis
Glohal Adverse Event Reporiing Standard.

Novartis suppoits the publication of study results In a timely manner and. must.not withhold or suppress
data. We must protect cenfidential and/or patentable information, and gersonal information. Where
required by local laws, regulations and/or industry codes, Novartis must disclose: and report any payments
or transfer-of value made Yo HCPs arid/or their instititions for.research studies and.third party medical

‘writing support for publications. All publications must follow Novartis Guidelines for: the Publication of

Results from Novartis-Sponisored Research.

3.2 Pricing and Market Access

Novartis may interact with mdwlduals including HCPs involved in recormmending or deciding product.
reimbursement or purchase of Novartis products. However, these intéractions must notinterfere with
their independent judgment or be perceived as improperly influencing them. Interagtions may include
proactive discussions to understand the needs of govérnments, payers and public health ofganizations
(e.g., budgetary impact of new therapies) or responding fo specific request for information (e.qg., providing
aconomic data or pipeline information that is-in the public demain). Al such discussions must be truthful
and accurate. If these interactions are with public officials they may be subject te additional laws, .
regulations and industry codes. Engagement of HCPs for professional services who are formulary
committee members must be disclosed according 10 local laws; regulations.and industry codes, Discounts,
rebates and cther payments must be accurately and appropriately recorded in our books and records.

3.3 Pre-Approval Communication and Scientific Exchange

Products must only be promoted ¢onsistent with approved labeling.

Novaitis supperts the right of the scléntific community and the public to be informed:concerning scientific

-and medical progress. Therefore, where allowed by local laws, regulations and industry codes, Novaitis -

may exchange scientific information. This may include commurications at scientific events, public.
disclosure of information to investors/ shareholders, governments, reimbursement agencies or their agents

and public health organizations.

‘Novartis. may receive unsolicited requests for information on unapproved drugs and indications (off-fabel)
from HCPs; pafient organizations, and other stakeholders, Only the Medical finction may provide such

information in response fo these réquests. Novartis Associates who receive unsolicited requests for off-

label information must forward such requests to the Medical function. The respense provided by the

Medical function, including any materials, must be accurate, not misleading, not prometional in nature,
related solely to the subject matter of the request, and in compliance with local laws, regulations and
industry codes. The Medical function should maintain written documentation.of unsolicited requests and
FESpONSEs,

Novartis Medical Scientific Liaisons {MSLs) may interact with HCPs throughout the lifecycle of a product
for the purpose of exchenging scientific information. Interactions must not be prometional in any way, and
must have clear infent and transparent objectives.

/(:ﬁ- uuc,;.-v‘f {'Mf
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3.4 Promotional Interactions

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

Products must only be promoted consistent with approved labeling, as approved by the local reguiatery
authoritiss. Anyone promoting a Novariis product must. be trained and have sufficient knowledge of the
product to provide full and accuraté product information.

Any materials used for purposes of the interaction must ke approved in accordance with the 3
Guideline on Promotional and Noin-Promofional Materials and local laws, regulations and

industry codes.

3.5 Promotional Content

Novartis may prodiice dnd disseminate content, (printed, electronically, and orally) to inform, educate, or
promofe its products.. All cortent must be accurate, fair, balaniced, truthful and not misleading, based on
adequate substantiation and consistent with the scope of the relévant product's rarketing autharization.
Content must be reviewed, approved and updated, as required in accordance with the P3 Guideline on
Promotional antd Non-Promotianal Materials and local laws, regulations and industry codes.

3.6 Items of Medical Utility and Cultural Acknowledgements

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

P3 Guideline on-items of Medical Utility-and Cultural Acknowledgements.

Gifts (including personal gifts) of prometional aids, whether branded or unbrarided, must not be provided
to HCPs or their famity members. This includes payments in cash or cash equivalents (such as gift
certificates). ltems mads available to HCPs for use during Novartis meetings (such as pens and note
pads) must nof inciude any Novartis product or company braniding.

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

3.7 Samples, Demonstration and Evaluation Devices

Where permitted by local laws, regulations, and indlstry codes, free samples of Novartis pharmaceutical
products may be provited to HCPs autherized to prescribe that product in order to enhance patient care
or provide experience with the produei. Pharmaeeutical samples.musfc- be perranently labeled as samples,
and managed with systems of control and accountability. They must nevet be resold or otherwise misused.

Over the counter (OTE) product samples may be distributed directly to cusiomers where permitted by local

lawsg, regulations, and industry ¢odes.

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

3.8 Evenis

Novartis may organize events or fund events organized by third parties throughout the product lifecycle
with the objective to provide scientific information or educate customers about our produsts or applicable
disease areas. All events must have clear objectives, be funded responsibly and aligned with Novartis’
mission, ina wry- that meets societal expectations.

A
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Events.must have clear:purpose.and be tranisparently.cond ucted . If the purpose of the event is non--
promotional we must not use materials with brand colars and Iogos or any promotlonal content, and avowl
.any perceptions of d:sgmsed promotlon ' :

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

»  Scientific meetings to facifitate [egitimate- scientific debate, gain. or provide scientific.or medical
aducational information:

+ Disease awareness programs toincrease knowledge and education about diseases and their.
managerment.

*  Investigator mestings to ll'lltlate update or close—out Novart:s sponsored or supported studies. Such
meetings must be. managed in accordance with the requirerrients. of the relevant Investigator study.

< Novaitis site visits for custamers or- regulatory authorlhas Such \nsns must be coordinated with the .
local site management. -

-+ Third parly congress or symposia {o provide medical education. .

Novartis Associates should ¢ orgamze events in. accordance wath the P3 Guideling on Events arid.
Profassional Meétings. '

3.9 Venue, Travel, and Hospitality | _

Al events, meetings, or activities must be heéld in a venue appropriate for scientificor educational
exchenge and in accordance with local laws; regulations, and indusiry codes. Novartis mustaveid venues
that may be pergeived as exlravagant of applymg mappropnate influence. For Novartis- -organized events,
refreshments and/or meals mcldentai {0 the main purpose of the event may be. prowded however ng
entertainment or cther leisure/sotial dctivities should beé provided or paid-for by Novartis. Interactions with
public officials may be subject to-additional laws, reguilations and industry codes.

‘Where pemitted locally, Novartis may-fund HCP to attend events in their country of practice (or hiotne
country). However, Novartis does: not fund HCPs to.attend iriternational events with the exceptlon of HCPs
who are providing a service to Novartis, Infernational travel may be furided only under certain
circumstances where HCPs are engaged by Novartis to provide professional services. thall instances, we
must ensure that event funding does not interfere with HCP independence.

3.10 Fees for Service

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

All engagements must be based on a legitimate need for the service. Any HCP or HCO engaged by
Novartis must have the necessary experience andfor capabilities to provide the services. The engagement
must be confirmed in a written -agresment signed by both parties before cémunencing any services.
Contpensation for services must be reasanable and at fair market value in relation to the services
renderad. Engagement of HCPs who.are public officials ‘may be subject to additional laws, reguldtions and.
industry codes. :

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

Nevartis Associates must follow the. P3 Guideline-on HCP and HCO Engagement.
oA
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3.11 Interactions with Patients and Patient Organizations
Novartis may interact with patients, caregivers, and patient organizations to understand their perspective
and provide knowledge regarding diseases, treatments, and its care. All interagtions must be ethical, '

transparent, non-promotional, and conmstent with Novarus mission‘and maintain the independence of
the patient and-patient erganizations. -

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

In most markets, intefactions with patients are non-promotional activities and must not be used for, or
‘mixed with, promotional purposés. Promiction of prescription-onty products to patients {direct-to-consurmier
prometion, “DTC") is hot allowed in-most countries: Where such promotion is-allowed, it must strictly follow
the applicabie I6cal Jaws, regulations and industry codes. Advertisements for patient recruitment in public
media, where permitted, must not be misused for promotion ef a product.

Novartis may engage with patients-or patient organization for services, such as paricipation in patient
advisery boards. All engagements must be based on a legitimate need for the service and confirmed
in a written agreement signed by both patties before commencmg any services. Compensation for
services must be reasonable in relation te the services rendared.

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

Névartis Associates must follow the P3 Guideline on interactions with Patienfs and Patient Organizations.

3.12 External Funding

Novartis may provide funding or other support to axtarnal organlzat:ons This‘includes grants,

donations, funding for medical education such as preceptorship programs, and sponsorships. We
must fund r&sponslbly, in & manner that: mamtams our reputation, aligns. with our mission to discover new
ways 1o improve.and extend people & lives, advance medical or scientific knowledge, and supports
cormiunities where Novartls Associates live-and work

£ nf ot

External funding or support must anly be given to legitimate organizations; ‘hever to individuals, and in
accordance with the P23 Guideline on External Funding. 1t must have a clesr and defined purpose.
Funding must be reasonable and legitimate in light of the activity being funded and properly tracked,
documenited, reported, and accounted for, as required by local laws, regulations and Industry codes.
Where applicable, funding must follow the Novartis Anti-Bribery Policy. '
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4 Definitions

Adverse Event

An adverse event is @ny unfavorable medical occurrence or ‘unintended sign (including an abnormal
laboratory finding), symptom, disease orinjury temporally assosiated with the use ofa medical device, -
medicinal or investigational product in patients, users, or other persons, whisther or net it is considered to
be related to ordue to:the: product.. : :

Customer

Defined broadly as: _

+ Patiénts and patient-orgenizafiens

* Healthcare partiiers, including but nat limited to, haaltheare professionals, healthcare organizations;
payers, third party dlstnbuters!wholesalers suppliers mten‘nedlanes

*  Non-HCP Retallers

Caregiver

Someone who participates in-or makes medical decisions for a patient. Examples of caregivers |nciude |
parents or legal guardlans spouses or partners, adult ch;ldren relatwes or' ofter friends.

Disease Awareness Programs
A program infended to provide information, awareriess, or education regarding health and diseases and
their management to the general public, potential patients, ot HCPs.

Over the Counter (OTC) Product
A product marketed for use by consumer without the intervention of a HCP in order to obtain the product,

Cultural Acknowledgements

An inexpensive itein, not refated to the practice of medicirig (atso referred {0 as ‘Ceurtesy Gift'), involvi ng
the HCP or their |mmed|ate family members to acknowledge mgmficant natlonal cultural or reilglous
holidays or events,

Donation
Benefit granted by Novartis to legitimate crganizations for-an altruistic and specified purpose, where
Novartis does not expect to recewe any benefit, cons;deratlen or service in return.

Event

A conference; congress, symposium, or any other meeting of ascientific, educational, of professional
hature organized or funded partially or fully by Navartis. or a third party to disseminate knowledge
enhancing information, increase knowledge of Novartis products, provide scientific, educational and/er
professional information,

Gifts
Benefits of any kind given to someone as a sign of appreciation or fr:endshlp without expectation ef
recelving anything in retumn.

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

Healthcare Organizations (HCOs)

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



o 3o ol e e o B 5 o ]
o, o o oo o d
], e o o o,
Be o 3ol 3o dr ol o

"
e
-
A
k4
A
.
-
A
-
R
A
-
e
e
-
A,
-
&
o

o o o e ol e L Bl B o o ool o o e o o e o B g

b g o o o o o 6 o

oA A
S b g Y A oL o e

=
4 -4
:{

-
o
-
i

3 e A e B

b

ki
ki
~
k4
ki
hy
-
e
ki
v
o
s
s
T
.
e
o

By A L e o et

(o o L ]
&Y

R e b

ol e, o o o e od e e e e e A

MOYAR IS SLomal POLREY 40

Examples of HCOs include: physician practices, hospitals (including university hospitals), ambulatory
sUirgical centers, pharmacies, clinics, nursing facilities, marnaged care entities, group purchasing
orgariizations (GPQs), spedialty pharmacies, medical societies, and businesses owned by an individual or
group of HCPs..

Healthcare Professional’ (HCP)

Any member, student, or researcher of the medical, dental, optemetry, opticianry, pharmacy, of nursing
proféssion or any other person, social workers, chmcal psychologists, formulary commitiea members, and
pharmacy & therspeutics (P&T) comftittee members who in the course of his or her professional activities
provides medical services and may prescribe, order, dispense, recommend, purchase, supply, administer,
lease, or use pharmaceutical products andfor medical technologies, and all members of their office staff

items of Medical Utility
ltems given to HCPs that (1) areintended for the dlrect education of HCPs or patients, or are for use by
petients to assist them in the administration of their treatment or managernerit of their conditions, and (2)

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

Medical Services

Performing or ordering ariy exammatlon test, or procedure to diagnose or treat any medical or health-
related issue, or filling a prescrintion for a pharmace_uhcal or device product that is: eligible for payment by
someone (whether payor is public or private) other than a patient/consumer.

Patient |
Ahy person who may receive a prescription for, and/or are treated with a pharmaceutical produet andfor
medicatl technolagy for his or her individual needs.

Patient Organization

Independeit erganization which has the geal of providing direct support to people affected by an illness or
advecating for, among other things, patients rights, disease awareness and patient information in one or
more therapeutic areas. Such orgamzatlons are often established by patients, their family members and
caregivers but may also include Health Care Professionals (HCPs), volunteers and policy makers among
their membership-or leadership.

Patient Support Program

A program that invelves direct-or indirect interactions with a patient.or patient’s caregiver implemented by
Novartis or a third-party on behaif of Novartis. Examples include helping patients manage medication
administration and adherence, provide. disease: management support or provide ar arrange for financial
assistance for patients whio cannct afford medications.

Pharmaceutical Samples
Free pharmaceutical products supplied to HCPs authorized to-prescriba that product in order to.enable.
HCPs and their pafients fo-gain experience in dealing with the product.

Promotional Aid
Non-monetary items that are branded or include minimal information intended to promote Nevartis or its
products. Examples of Promotional Aids include pens; meusepads, and microfiber cloths.

Public Official

+  Any.elected or appointed officer or employse of a government or government department, government
agency, or of a company ewned or partially owned by a government. Medical and scientific personnel
qualify as public officials when they work at a hospital, ¢linic, university or other similar facility owned
or partially owned by & governmen.

+  Any elected or appoinied officers or employees of public international organizations, such as the
United Nations %
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Lv¥1 +  Anyperson acting in an official capacity for or on behalf of a government or a govarnment department,
TIAT government agency, or of a public internatiohiaf organ:zatlon
TIET «  Politiciens and candidates for a political office
TraY = Anyother person whois considered to be a pub!lc ofﬁc:at acoordlng to apphcable Iaws regulations
VALY and industry codes
N 4 -3
+ Research and development activities
% Activities:conducted to obtain scienlific and clinical knowledgs in order 16 aiddress unmet medical needs.
s These activities include clinical and non-clinical studies; explofatory early stage research, investigator
s mestings, studies in human subjects or involving human/patient data, and animals or biolegical matanals
s

Scientific Exchange

Collection, publication, distribution and commumcatlon of sc:entlf ic knowledge (knowledge related to,
derived from or used in science for shanng) which may mclude mforma{:on concerntng a Movartis product
Sponsorship

Agreement by which Novartis, for the mutual benefit of Novartis and the spensored party, provides funding

to establish an association between the Novartis' image, brands, or services and a sponsored event
gctivity, of organization.
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5 References

«  P3 Guideline on Items of Medical Utility and Cultural Acknowledgements
+  P3 Guideline on Market Research '

«  P3 Guideline on Interactions with Patients and Patient Orgamzatlons

+  P3 Guideline on External Funding

+  P3 Guideline o Events and Professional Meetings

. P3 Guideline on HCP.and HCO Engagements

.+ P3 Guideling ohPromotional and Non-Promotional Materials -

»  Novartis Anfi-Bribery Policy

»  Novartis Position 6n Clinical Study Transparency

+  Novartis Guideline forthe F'ublfcat:on of Resulis from Nevartis-Sponsored Research
+  Novartis Quaiity Wianual

+  Novartis Global Adverse Event Reporting: Standard

«  Novartis Third Party Guideline

6 Implementation

Training

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

Third parties

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

Breach of this policy
Failure to comply with this Policy may lead to disciplinary and other actions, up to and including
termination of employment.

Reporting potential misconduct/non-retaliation

Any Associate with knowledge of suspected misconduct must report his or her suspicion prompily in
accordance with the Business Practices Office (BPO) process. Associates who report potential
misconduct in good faith or who provide information or otherwise assistin any inquiry or investigation of
potential misconduct will be protected against retaliatory action.

‘Exceptions
No.exceptions can be granted frem compliance with-applicable laws, regulations anct industry codes. The
Compliance Leadership Team (CLT) will review exceptions related to this Policy.

Responsibilities

It is the responsibility of every Novartis‘Manager to adhere to this Policy within his or her area of functional
responsibility, lead by-example, and provide guidance to the Assotiates reporting to him or her. All
Associates are responsible for adhering to this Policy.
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f This Clinical Agreemenrt (“Agreement”) is entered into as

0000200-¢eee50¢

—_—
—

INDI& STAME DUTY MARARASHTRA

LINICAL S Y AGREEMENT

of ’-f'_hFeb 2019 (“Effective Date™) hem
Novartis Healthcare Private Limited, a company registered under the Companies Act, 195 6 and having
its registered office ar 62 & 7% floor, Inspire BKC, G Block, Bandra Kurla Complex, Baﬂc:‘lra {East),
Mumbai - 400051(“Novarts=) which expression shall mezn and include its successors and assigns of the
ONE PART;

AND

at Mangalore (“Institution™) registered under Fatbher

Father Muller Medical College Hospital, locared
fullor Me s o ulth itable Instituions) Certificate No: H-2015-0313 and

Muller Medical College Hospital(A unit of chari / 313
having its address at Father Muller Medical College Hospital, Father Muller Cfmrfrable Institutions,
Father Muller Road, Kankanady, Mangalore 5 75002, Kamataka India which expression shall mean and

LQFlude its successors and assigns of the SECOND PART;
AN
L

eld of Dermatology acting in the role of principal

AND Dr. Ramesh Bbat M as clinical practitioner in the fi
hall mean and include his/her heirs, execurors,

investigator (“Principal Investigator™) which expression s
administrarors and assigns of the THIRD PART;
Novartis and Instirution and Principal Investigator are hereinafter individually referred to as the “Party”
and jointly as the “Parties”.

RECITALS:

WHEREAS, Novarts is to perform a clinical trial (hereinafter the “Study”) to evaluate the
following dmug Ligelizumab (OGEO031) (hereafter the “Srudy Drug”) in accordance with a protocal
entidled PFARL- 2 (CQGE031C2303) and its amendments (hereinafter collectively the “Protocol”)

arrached hereto in Annex 3, and,

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

Study,

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

NOW THEREFORE, the Parties, in consideration of the above and the mutual promises set forth

below, agree as follows:

1. COi\TFORM.ANCE WITH LAW AND ACCEPTED PRACTICE
The Institution and Principal Investigator shall carryout the Study in accordance with:
(a) the Protocol as amended from time to time,
(b) Good Clinical Practice;

(c) the Declararion of Helsinki;

Page 1 of 19
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any applicable direct;
i ection received f
with jurisdiction over the Study; rom a regulatory authority (DCGI) or ethics committee

any “Applicable ” bei ;

Beitien: o ;2:1(5311 bl:mg herfmn.after defined as : all regional, federal, state, and local

i ,m s IE ‘ l;lt not limited to Schedule Y of Drugs and Cosmetics Act 1940,

itilings. aperuin ribery and Ipromotion, rules, regulations, orders, published

ey lg procedures applicable to the Study and/or the Parties including but

o 1o, legislation applicable to clinical Studies, the Parties, medical treatment and
processing of personal and medical data.

f ; o ,
() comply with all guidelines provided to it by Novartis from time to time individually but

not Hmitt’.d to Code of Conduct, Novartis global Antibribery Policy and professional
Practices Policy

Thie Institution warrants that the Principal Investigator and the Institution’s employees and
collaborators involved in the Study will comply with all Applicable Laws.

2. PROTOCOL

91 The Parties agree that the Protocol, including any subsequent amendments and the Annexes form

an integral part of this Agreement.

ional expertise t0

27 Insticution and Principal Investigator agree to use their best efforts and profess ¢
entified timelines

perform the Study in accordance with the Protocol, all Applicable Laws, the iden
2nd the terms and conditions of this Agreement. Institution and Principal Investigator may not
start the clinical trial without prior approval of the appropriate Fthics Committee and Regulatory

Authority.
3. APPROVALS
The Study shall not commence until:

(a)  all the necessary approvals of the relevant regulatory authority hence been obtained by
Novartis and the competent Ethics Committee have been obtained in Writing by the
Principal Investigator. Such approvals shall be torwarded to Novartis no sOOner they are

obtained;

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

c) the Informed Consent Form as defined in Section 6.4 provided by Novartis, has been
approved by the Principal Investigator and/or the ethic committee.

4. DURATION OF THE STUDY

The Study shall commence on 10 Sep 2018, subject to the requirements of Section 3 have been met
prior to this date. The Institution shall use its best efforts to complete the Study and to perform
its obligations under this Agreement by 21 Oct 2021 or as may be extended by a formal writing
berween the parties in that behalf

5. TERM OF THIS AGREEMENT

51  This Agreement shall be effective upon § Feb 2019 (‘Effective Date’) and shall expire upon 4 Feb
2022 (both days inclusive) unless extended or terminated in terms of this Agreement.

52  The following provisions s}}all survive the termination or expiry of this Agreement: Section 12
(Intellectugl _Property), Section 14 (Publication) and Section 15 (Confidentiality), as well as any
other provisions which by their terms are understood to survive the termination or expiry of this
Agreement, including compliance with Applicablm 5.

Gen 2 O
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6.

6.1

6.2

6.3

6.4

In the
event that th ;
it € Pringi -
nv €stigator and the . pal Iny estigator decides o no ]ongﬂ- conducr the S[ud)'

Ostitution sh both Principal

:lf)zheb Ela:izt, Within 30 s pri IZHSE;E\;de Written notice 0 Novartis as soon as pc_nssil_:lc, and

¢ dischargeq of his/her obligac: €parture. It s clarified that Principal Investigator shall

stitution haye been pro id - '5ations under this Agreement unless the Novartis and the

period this Agrtemﬁn? hw]] . sufficient notice in terms of this clause. Upon expiry of the natice

nvestigator designa dsba expire. Novartis shall have the right to approve any new Principal
€¢ by Instirution and parties shall execute a fresh agreement in that behalf

PERFORMANCE O THE STUDY

Principal Investigator and

the Institur ioi ' onsible for the
performance of the Study, € Institution shall jointly and severally be resp

in particular for the following:

Prmc‘pa! Investigator may appoint individuals and investigational staff as they may deem
appropriate as sub-investigator (the “Sub-Investigators”) to assist in the conduct of the Studyd.
All S‘lb‘lm’emgators and investigational staff will be adequately qualified, timely ?F'PO“"W":l au
an updated list will be maintained. Principal Investigator shall alone be respons%ble‘for h\rmfgf,
leading, supervising and reimbursing such ream of Sub-Investigators and i_rfves.tlgatlonal. B
who, in all respects, shall be bound by the same terms and conditions as the Principal Invesugfa trlcli;
under this Agreement. The Principal Investigator shall be responsible‘ for tlle co;dglCLlOCts”}
clinical investigation in its entirety and the well-being of the study subjects (“Study Subje

and undertake in particular to have it executed by competent resources.

Study Site

The Study shall be conducted at the premises of Institution at the Father Muller Medical College
Hospital: (hereinafter the “Study Site”).

Use of Study Drug:

Novartis shall provide Ligelizumab (hereinafter called “Study Drug”) in sufficient quault_irg to
conduct the Study. For purposes of this Agreement only, the Study Drug shall be supplie to
Institution free of charge. In all events, the Study Drug shall remain the sole property of Novartis.

The Principal Investigator shall

(a) at histher risks, costs and expenses ensure the safe receipt, handling, storage, use and
administration of the Study Drug and take all reasonable measures to ensure that it is kept
secure;

(b)  not permit Study Drug to be used for any purpose other than the conduct of the Study in
compliance with the Protocol;

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

(d)  shall fully comply with all the responsibilities set out under the law;

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

(f) upon any earlier expiration or termination of this Agreement, at Novartis's expense, return
any remaining quantities of the Study Drugs to Novartis.

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

(a)  Exercise independent medical judgement as to the compatibility of each prospective Study
Subject with the requirements of the Protocol;

(b)  advise Novartis of all instances in which
any question as to any pros
and abide by Novartis's de

_ » in the Principal Investigator's judgement, there is
pective Study Subject’s suitability for participation in the Study,
cision as to whethery or not to enroll that Study Subject;

o Sy

Scanned by CamScanner



6.5

6.6

(e)

(g)
(h)

ensuye

o 'uc that, before theiy
la) be, her/hig le I

About a| y¢

o .l"l.la.pucls of the Sty
ature, signifie lica,

Processing,
Breement;

Participation

2al renre anon in qhe g ;

Bal EPresentative, qre lu' e fos
. uly informed in Jan

atare relevany

ons, potential by

monitoring of

dy Subject, andfor as the case
o kherms T puage l}lldtl’hlﬂl‘l(';lhl(' to them,
R, i uding: (i) the purpose, duration
enefits and/or risks of e Studyy and (ii) the

data (includ;
wa (including personal data) under this

e, implicay
auditing, and

il:sm'c that, before

ay i

th;)inhf?)[!:'ﬁl”?ls legal representariy

o :E‘r;g|é‘fle§cribcd in Clay

S, ") in accordance

= ny person ¢
Ws. An example ICF

his /1, )
Cr participation i .
P pation in the Study, each Study Subjeet and/or as the case

¢ has given his or her Informed Consent on the basis of
se 54 (c) by signing a consent form (“Informed Consent
e wlih the Protocol and wj:lmut the undue influence or
; y involved in the Study, and in accordance with Applicable
Is attached hereto as Annex 3;

ensure that

ac [ i
sndlaras o opy of the signed Informed Consent Form be provided to the Study Subject,

1e case may be, histher legal representative;

acknowl

S idgefthat thle use of the Informed Consent Form does not release the Principal
s gilcg rom his or her legal, regulatory and contractual obligations relating to
: med Consent, and that it remains the Principal Investigator's responsibility to ensure

that those obligations are complied with;

comply with the procedures described in the Protocol in relation to that Study Subject; and,

provide details of the proposed Study Subject to Novartis.

Study Subject Recruitment

Principal Investigator has estimated that he/she can recruit the number of Study Subjects as
specified in Annex 1. This target of recruitment can be increased only upon written agreement of
Novartis. The Principal Investigator undertakes to comply with these limitations and conditions
for further recruitment at the Study Site as required by Novartis.

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

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

Recordkeeping, Reporting, Access and Inspections

(a)

Recordkeeping, Reporting

The Institution and the Principal Investigator shall perform the following recordkeeping
and reporting obligations in a timely fashion:

(i) Preparation and maintenance of complete, accurately written and electronic
records, including accounts, notes, reports, Case Reports Forms, records of Study
Subject identifications, medical notes, clinical observations, laboratory tests, and
the receipt and disposition of the Study Drug and all supportive documentation and
data for each Study Subject of this Study (hercinafter Records™).

(ii) Maintain a copy of all documents related to this Study for the lcgger of a) rﬁftcen
(15) years after the Study is completed or discontinued by Novartis) as required by

applicable laws and regulations.

the progress of the Study; and

(i) Meet with a representative of Novartis to discuss the o
significant violations of the

Notify Novartis immediately upon discovering any
Protocol. :
otocol : Complete a Case Report

h of the Case Report Forms to
he Case

(iv)  In accordance with the procedure set out in the Pr
Form for each Study Subject; review and sign eac i
ensure and confirm their accuracy and, completeness; promptly

Report Forms to Novartis following théir completion,

I
! w.fb
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(v} Cooper .
i [HIIN \ 5

| with Mavarethy bnoall thelr effors 1o monirar the

y resolution
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arjens, and inany eyent for 15
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of any ecord shall at alii
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Apreement, In the evenn of the insolyeney or Panlerprey of 1 ‘ -.
nprecn 10 prompily gl ol capien of el records 10 [ovartis in accnrdance
whl Novartis' wiltten fnstructions and in line with the iransfer and _‘ji"d”"”m tacks

wet out I the 101 aigned by comeerned trial participants, #1 Novartis’ expensc:
Is of Study Subjects ars kept safely i

he period defined herg-above:

n a known and

(viy  Iure the hospltal recor

necesslble Toention during t
guest for

4 or ity nominee promptly upon re

(viii)  Make all Records available @ Naovarli
monitoring and/or auditing purposes;
g o8 ietrati nder the dara
JeCEsHary A lications for registration U
# e 1 Agreement, 35

ction with data obtained under this

(ix)  be pegponsible for maldng an
protection lepislation in conne
provided in Article 27,

(b} Aceess und Ingpeetion
i i rities L0

[ is ngreed that the anthorized rcprusummw(m of Novartis, and regulatory authoriti

(he extent required by law, ahall be entitled 103

() Bxamine and inspect (he Institution’s facilities required for performanct of the

Spucly; and

| data and worlk products relating to the Stu_dy (including,

ords as necessary for study monitoring or to au@lt
standards). Sponsor will

Jance with Novartis
|bjccl'-idcntifiable medical cecords.

copy al
ation, neeess Lo rec
{ the Study in accorc

onfidentiality of any st

(i) 1 any grwcrmncnml or regulatory authorities notifies ]nstitPFi?n or th Principal
Investipator that iv will inspect [nstitution's records, faa‘lme’s, equipment, ©f
procedures, o otherwise take action related to the Study, Insticution shall pl:ornptly
notify Novartis or any designated person within 24 hours, allow Novartis [0 be
the inspccrim:/acrion or participate in any response to the
and provide Novartis with copies of any reports OF information

and Institution’s proposed and final response.

(i) Inspeet and
without limit
the conduct 0
maintain the ¢

present 4t
1'|1.4p(~¢|:iunhl:liﬁn,
issued by the authority

n

entative to visit periodically, as frequently as
d oversight of the Study, the Study Site in

(iv) ~ Grant access 1o Novartis or its repres
uired for the Study.

red for the proper performance an

Ve

requi
order to procecd with any and all monitoring activities req
(v)  The Institution and the Principal Investigator will use their best efforts to facilitate ‘A
the performance of any auditand inspection and shall give Novartis and any person L
designated by them access o all necessary facilities, data and documents. an
(vi)  The Institution and the Principal Investigator shall take appropriate mecasures
required by Novartis to correct without delay all observations found during the
audits or inspections.
-
(vii) It is expressly agreed between the Parties that Novartis will not compensate the z
Institution or the Principal Investigator for the audits and inspection. ' -
r this Article shall remain in effect for fifteen (15) years after the -

The rights and obligations unde
end of the Study.
f
i

Reporting: I'I'hu Principal Investigator shall, either by himself/herself or his/her duly authorized
representative, on reasonable notice J
| |

/ ;(["4?‘ ol r,l)ﬂ_(', :
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(a)

Meer wigh

A repres .
€ntative of N .
0 .
vartis to discuss the progress of the Study; and
: c _

(b) M
ake i
o vtﬁl;;:f_lmspltal notes and Case Re ]
icatio iti ‘ o I
e e Purposgs ; [cl ms Il'or ca_ch Study Subjcct available for source
) e cidiing i ¥ representatives of Novartis representatives and
c 2

On disc i
Overing any signifi
< '€ any significant violati
6.8 Y Novartis immediately, lations of the Protocol, the Principal Investigator shall
: R i

eporting of Safety Information:
The Princi

ipal Investigato i

e | . r shal ' i ‘
qlmca] gt szl notify Novartis of each Serious Adverse Event encountered in the
St L, ryP our (24) hours of becoming aware of it in accordance with the
shat e o e he rotpcol as well as local regulatory requirements. Each such notice
SR e by elofe Oli e—l.'l'lal] on a Novartis Serious Adverse Event Report form, whether or
itially given by telephone. Section 6.6 shall apply to both the original copy

of each Seri Ad

ous Adverse Event R
* A eport form an irmati -mai i
its transmission to Novartis P d the telefax confirmation sheet or e mail reflecting

The Princi .
incipal Investigator shall also ensure that any person involved in the conduct of the study

shall:

(a) Immtdlgtely report to Novartis according to the procedure set out in the Protocol, any new
safety findings on the Study Drug, including Serious Adverse Event or Serious Adverse
Reaction affecting or which could have an impact on the safety of the Study Subject or
which could result in a re-assessment of the risk-benefit ratio of the Study Drug. The
Principal Investigator shall follow up such immediate reports and provide the additional
information in a detailed, written manner to Novartis in accordance with the Protocol and
local regulatory requirements;

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

() Cooperate with and supply any further information required by Novartis and/or any
relevant ethics committee or Regulatory Authority with jurisdiction over the Study.-

These reporting obligations shall survive expiration or earlier termination of the Agreement.
Novartis shall further report the adverse events to the competent Regulatory Authorities, in

accordance with the current Applicable Laws. Novartis will furthermore provide the Principal
Investigator with safety-related information from other investigational sites in order to inform the

ethics committees IRB/IEC, as required.

Afrer completion of the Study and evaluation of the results, Novartis will inform the Principal
Investigator about relevant safety-related findings in accordance with the guidelines and Study

procedures.

6.9 Items supplied by Novartis

Novartis shall provide directly or indirectly the Principal Investigator and/or the Institution with
all necessary information, documents and materials, including but not limited to:

(a) the Investigator Brochure (IB)
(b)  the Protocol,
(c) the CRF/e-CRF

(d) he Study Drug

(e) the study related equipments on returnable basis listed in Annexure 1- Payment schedule

6.1.0 The Principal Investigator, or coordinating investigator for multicentre studies, shall sign the
clinical Study reports, which form part of the markct;ng authorization submission.

v
NCROL /_ﬁ ﬁiﬁ,wt
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7.1

72

2.1

9.2

2.3

9.4

9.5

10.

LiAg
ILITY-IN DEMNIFICATION
In the
Ca i
death of anyl ] I'y occn
I . TN to 4 ¢ i
s o o ect, Ny i rc:;}za:sfgialt:t;utb;eﬁ Or in the event of clinical trial related
0 the extent and in the manner under the
The Insntutlon and Prip;

against any and 4| I'( bl.';,dfemnij_ing Party”) will indemnify and hold harmless
: " l:r;es’ claims, damages, losses, sertlements, penalties,
ees, (collectively, “Damages”) of whatever kind or

ty (i -
or (iii) violatig (f) ° material breach by the Indemnifying Party of any term of this Agreement,

O Of any releyap | : oo :
Performance of its dutjes under thijs A?:ée;lelitor Ratoniby e g Fony B S

INSURANCE

The Institut; .

cover c[;::uno“ vvarrants that it has appropriate and adequate professional indemnity insurance to

which i I;n T or damages including those arising out of negligence of the Principal Investigator for
it shall be liable under this Agreement. The Institution shall provide evidence of its insurance

tpon request by Novarris,

Novartis warrants that it has insurance for the Study Subjects included in the Study in place at
Study start.

COMPENSATION

In consideration for the satisfactory pcrformanc;z of the Study according to this Agreement and
the Protocol, The Principal Investigator agrees to Payment Schedule attached hereto as Annex 1.

Novartis reserves the right to terminate the Agreement immediately if no subjects have been
recruited at the Study Site by 4 Feb 2022.

Subjects not completing the Study will be paid for on a prorated basis according to the number
of completed visits. All payment will be made for subject visits according to the above Payment
Schedule attached as Annex 1. No payment will be made for any Study Subject excluded from
analysis because of Protocol violations that were within the Institution or Principal Investigator’s
control. Reimbursement for expenses related to screening failures, patient travel, and local lab
test will be made according to the Payment Schedule in Annex 1.
The Principal Investigator shall send the invoices to:
Ms. Jayshree Bagul
Novartis Healthcare Private Limited
GDO Trial Monitoring, India
Novartis Healthcare Private Limited
Inspire BKC, 'G' Block,
6 & 7 Floor, BKC Main Road,
Bandra Kurla Complex,
Bandra (E) Mumbai 400051, India

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

EQUIPMENT
/E&M ,u(/L M,V
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10.2

10.3

10.4

11.

11.1

1

Id % n ND ' ol
returnaple bae‘qmpment (the q‘:;;ns aSsessment of [pge
as detajleq Ment”) to the [neri
. in nstity

Equipmen;

:‘fUUOn existing equipment, Novartis
I?.lnland.far Investigator strictly on a
shall remain the sole and exclusive

During the tery

norifying Nov M of the Study, Institue

artis of any e on and/or Investigator shall be responsible for immediately

. ning Equipment.
r;::ltlpwi‘ng completion of the Study
alteltutl,j::m anrflfor Investigator, as th

rnatively, in the event the Equip

cost of such Equipm ;
Institution or Ir? s Bede

or upon discontinuation of the Study for any reason, the
¢ case may be, shall return the Equipment to Novartis or
ment remains with the Institution and/or Investigator, the
r ducted from the last payment(s) to be made to either the
vestigator, as the case may be.

TERMINATION

:::)l::dp;rbt; “}il}’ntemu{late this Agreement for any safery and/or effigcy concerns or other ethical
Ce Blving written notice to the ot.hcr party with immediate effect. In case o‘f early

rmination the Insntutwn/Pnnapaf Tnvestigator shall notify the relevant Ethics Committee of
the early termination, and Novartis shall notify the regulatory authorities and any other
Competent authorities as relevant and appropriate within specified timelines

11.2  Novartis may terminate this Agreement for convenience by giving written notice to the Institution

with immediate effect.

11.3  If Novartis terminates this Agreement, Novartis shall have no obligations under this Agreement

11.4

12.

12.1

12.2

12,3

12.4

exceprt to reimburse the Institution for such reasonable costs and non-cancellable obligations
which has been approved by Novartis incurred in the performance of the Study prior to receiving
notice of termination.

The termination or expiry of this Agreement shall not affect the rights and obligations of the
parties which accrue prior to the date of termination. In particular, the Institution/Principal
Investigator shall provide all outstanding Case Report Forms to Novartis and return to Novartis
all documents and Equipment provided by Novartis under this Agreement.

INTELLECTUAL PROPERTY

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

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

The Institution agrees to, and to cause its employees and collaborators and the Principal
Investigator to, execute promptly all documents and take all such other action as may reasonably
be requested by Novartis to enable Novartis to obtain the benefit of its rights under this
Agreement. This includes without limitation taking all necessary steps for the transfer of
ownership of all data, information, documents, inventions and discoveries to Novartis in
accordance with this Agreement, and assisting Novartis in the preparation and prosecution of
patent applications. Furthermore, Institution and Investigator shall execute, or procure the
execution of, and enforce all documents and deeds and do, or procure the doing of, all things as
Novartis including but not limited to assignment of any and all rights, title and interest in
resulting intellectual property in Novartis,

The Institution shall ensure that the Principal Investigator and the Institution’s employees and
collaborators involved in the Study will comply with its obligations under this Agreement.

 13.  TAXES AND SOCIAL SECURITYCONTRIBU’?ONS

M
[

Page 8 of 19

o ™ I U 7

ATANEE N W

Scanned by CamScanner



ol M
M- !

14, PUBLICATION

14, i
1 Novartis Tecognizes

the Study in : the Insticution’s interest in maki -
pres Ud}" N Journals, at meetings or otfrest.m making publications and presentations relating to
entations, provided howey, h ierwise, and may therefore permit such publications and
Presentation at least 1§ (fift idllow: the Institution shall provide to Novartis any proposed
publication a¢ least 45 (fortm}? Workmg’days prior to being disclosed and any other proposed
Novartis shal] have the ri hl.‘y- wve) Wo.rkmg days prior to being disclosed, and provided that
publication on rea b FIENt to require amendments to any such proposed presentation or

sonable grounds including without limitation:

(a)

to ensur y
€ the accuracy of the presentation or publication;

(b) i i

to ensure that proprietary informarion is not inadvertently divulged;
(c) to enable intellectual property rights to be secured;
(d) 1o enable relevant supplementary information to be provided.

14.2  Authorship of any publications relating to the Study shall be determined by mutual agreement.

14.3  Novartis may require any proposed publication or presentation to be delayed for up to 4 (four)
months to enable a patent application to be prepared and filed. The 4 (four) month period shall
commence on the date of receipt of the proposed publication or presentation, or from the date
when all relevant data from the Study are made available to Novartis, whichever is later.

14.4  If the Study is 2 multi-centre study, the first publication of data shall be based on consolidated
data from all centres analysed according to the Protocol, unless otherwise agreed in writing by
all the Principal Investigators involved in the Study and Novartis.

14.5  Except as otherwise required by law or regulation, neither Party shall release or distribute any
materials or information containing the name of the other Party or any of its officers, agents or
employees without the prior written consent by an authorised representative of the non-releasing

Party.
15. CONFIDENTIALITY

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

Information.

15.2  Upon termination or expiry of this Agreement, the Institution and / or Principal Investigator shall
safely destroy (as set in the Data Privacy and Protection annexure to this Agreement) or return
to Novartis, as per Novartis’ request, all documents, samples and material containing or relating
to Information, except for one copy of Information which is to be retained in the confidential
files of the Institution for record purposes only. If requested by Novartis, such safe destruction
shall be promptly confirmed in writing by the Institution to Novartis.

15.3 The confidentiality obligations set out above shall not apply to:

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

Q\% 13 gt e o\
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ur during or in connection with the Study;

1
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third party not engag
bject to an

(¢)  Informati i
e a;;‘:’l:]:‘f’hlt:h the Institution received from any
bl ofe SUEPICCt ,Of. this Agreement, where such information is not su
confidentiality in favour of Novartis or any of its affiliates.

16. NOTICES _
‘:vAﬂy_notice given in connection with this Agreement shall, unless otherwise pcovided hegein, be in
riting and shall be delivered personally, or sent by registered mail or facsimile 0 the address

given in this Agreement
Mr. K. Murugananthan

GDO Trial Monitoring,

Novartis Healthcare Private Limited

Inspire BKC, 'G' Block,
6 & 7 Floor, BKC Main Road,

Bandra Kurla Complex,

Bandra (E) Mumbai 400051, India

k@novartis.com

Email: murugananthan.
e notified t0 the other

r address as may hav

party in writing.

or to such othe

and obligations under this Agreement without the other Party’s
Novartis may (a) assign its rights and obligations under this

ore of its Affiliates; OF (b) assign this Agreement in its
entirety to 2 successor [0 al |1 of its business Of assets t0 which th%s Agreement
relates. Any perrnitted assigne e all obligations of its assignor under this fi\greemept
(or related to the assigned portion in casé of a partial assignment). Any arrempted assignment 10
contravention of the foregoing will be void. Subject [0 the terms of this Agreement, this Agreement
will be binding U e benefit of the Parties and their respective Successors and

pon and inure to th
permirtcd assigns.

ASSIGNM:ENT

Neither Party may assi
prior written consent,
Agreement 0F any part

17.

| or substantially &

ntractor to perform any of
Novartis. Any such
ligations hereunder.

subco
consent of
tor of its ob

18. SUBCONTRACTIN G
ror shall not retain any

d for Principal Investig
thout the priot written

The Institution an
its obligations under this Agreement withs
elieve the Institution and/or Principal Investiga

consent shall not
19. SEV'ERABH,ITY
provision of this Agreement shall not affect the

The invalidity or unenforceability of any term or
validity of enforceability of any or provision hereof.

20, WAIVER

No waiver of an

other term

t whether by conduct or otherwise
d as a further or continuing waiver
ovision or condition of this

y term, provision or condition of this Agreeme

in any one or more¢ instances shall be deemed to be or construe
of any such term, provision of condition, or of any other term, pr

Agreement. U/
/ ;(?L,obmw %/
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21
ENTIRE AGREE-MENT

22, : Writing signed by bér Ao amendment tg gl

24, TRANSPAR_ENCY/DISCLOSURE

24.1  In all materi als relating to Services intended for an externa] audience
disclose:

(a) that Novartis has retained Principal Investigator for professional services in relation to the
conduct of the Study; and

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

24,2 Both parties agree to make all other disclosures and/or notifications as may be required in
connection with entering into, performing, or receiving compensation under this Agreement, and
Principal Investigator shall follow all Applicable Laws in this respect, including those relating to
Principal Investigator’s professional relationships with decision-making authorities or bodjes (if
any), such as, for instance, recusal from any votes, discussions or recommendations regarding
investigational or marketed products of Novartis, regardless of whether such are subject to the
Services.

24.3  The Institution and Principal Investigator understand and agree that Novartis may be required to
disclose certain information to governmental agencies in different jurisdictions in order to comply
with local laws regulating clinical trials, The Institution and Principal Investigator consent to the
disclosure of certain information that otherwise may constitute personal data in order to comply
with laws regulating clinical trials, including but not limited to the lnszitutiop’§ and;“or Principal
Investigator’s name, clinical trial Study Site contact information‘, name gft.fle clinical trial, sponsor,
copy of the Agreement, and costs and fees relating to Study Slr_e § activities perfot_'med under the
Agreement. Novartis will provide upon written ‘request a list of any such disclosure made

regarding the Institution and/or the Principal Investigator,

25.  JURISDICTION AND APPLICABLE LAW

This Agreement shall be governed by and construed in accordance with the laws of India. '1;11"16
parties hereby submit to the exclusive jurisdiction of the competent courts of Mumbai, India

without restricting any right of appeal.

Page 11 0f 19 .
Scanned by CamScanner



TE'
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IN WITNESS WHEREOF, the P

W s\ B\

Y their duly authorised representatives,

NOVARTIS
LIMITED

By: P i %

N
Name: /XELQJ.»: X"'L
Title: Hiﬂ{" =
9t Lol 0

Date:

DR. RAMESH BHAT M, _{/

¥ ) LV
BY'_ f?{"}}]\ (J-—*?’{',\/Lt

Name: Dr. Ramesh Bhat M

Title: Professor of dermatology department

Date: ____ — ———

o
¢ DERMATOLOGY,
py. OF DERNS 2,
K-'EI‘ELEFW-’“:‘- oGy ARD LL‘E_F F‘lL‘iS\f
i i o Ul GotTaR
Fr. Muiter: el 08 .
Cgankanady. s

(8]

arties intending to be bound have caused this Agreement to be executed

EALTHCARE PRIVATE FATHER MULLER MEDICAL COLLEGE

[
i

Name: Rev. Pr.-Rich_ard Aloysius Coelho
Title: Director of Father Muller Charitable

/9 02-J017

Date: _ f— — —  F—

Scanned by CamScanner

V&)

=
o)

=\ s\

51 2\

o

e T N




A ,
X L PAYMENT Scrpur g

ST
UDY NUMBER. GE031C33
3
S U \?NAME: EA L3

Investigator:
4 s Name- DR RANLE
- SHBHAT M '

Institute Name.
ame: FATHER MULLER MEDICAL COLLEGE HOSPITAL

Payee Name: Father Muller Research Centre

Pan Card Number: AAATF0345D

GSTIN: 29AAATF0345D174

Committed Number of Study Subjects: 05

List of Equipments provided to Institution / Principal Tnvestigator:

®  AVrecording camera used for study AINAS7F2366 can be used, to be retrieved during study close out
© ERT log pads- to be retrieved during study close out

= Hard disl

e DVD for AV consenting storage

e ERT machine- to be retrieved during study close out

Payment Schedule:
Screening Double blind treatment

Visit 1 20 | 110 | 120 [ 130 | 140 | 150 | 160 [ 170 | 180 | 180 | 200 | 210 | 220 | 230
| Week 4 | - R 4 8 12 % | 20 | 24 | 28 | 32 | 36 | 40 | a4 | 48
Protocol 9300 | 2800 | 6000 | 5000 | 5000 | 5000 | 3500 | 3500 | 500 | 3500 | 3500 | 3500 | 3500 3500 | 3500
Procedures
::""65“93”” 2000 | 3000 | 5000 | 3000 | 3000 [ 3000 | 3000 | 3000 | 3000 | 3000 | 3000 | 3000 | 3000 | 3000 ) 3000
ees
g“’di“a“” 1000 | 1000 | 1500 | 1000 | 1000 | 1000 | fo00 | 1000 | 1000 | 1000 | 1000 ) 1000 | 1000 1000 | 1000
==
Unblinded
Pharmacist 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000 | 1000
fee
Institutional
Overhead | 5434 | 2584 | 5130 | 3800 | 3800 | 3800 | 3200 | 3230 3800 | 3230 | 3230 | 3230 | 3230 | 3230 | 3230
@ 30%
I_(";S;;‘L 10734 | 9384 | 18530 | 13800 | 13600 | 13800 | 11730 [ 11730 | 13800 [ 11730 | 11730 | 11730 | 11730 11730 | 11730
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post treatment follow up
240/E0T/TD
= 310 320 1999/E0S/PSD

6200 - ik =

4000 e = —

o v e 4000
| 00 1000 1000 1000
- 1000 1000 1000 o

4636 3800 3800 a4
l 16836 13800 13800 120
| TOTAL COST 1 PT 257370
Payment Terms:

- i - ined.

o A start -up cost of Rs. 30,000/- will be paid after the EC submission and EC approval is obraine
Invoice needs to be submitted for processing the start- up cost.

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

« The screening cost will be paid only for randomized subjects. No separate screen failure cost will
be provided

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

« The work performed by the hospital laboratory in addition to budget schedule shall be paid based

on actuals. It is the Investigators responsibility to liaise with the hospital laboratory.

¢ Sponsor shall reimburse patient’s travel cost per protocol visit as per actuals for which
institution/PI shall provide original invoice along with the supporting bills.

« The Ethics committee charge will also be paid via Novartis, and this cost is not included in the
budget schedule.

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

o All payments are based on actual patient visits.

o All values are in INR. All budget schedule j i
. ‘ payments are subject to TDS (subject to Government of
India, Tax regulations) arfd GST as applicable. GST will be paid on providing valid tax invoige
with relevant details mentioning GST registration number on it.
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NNEX 2: PRINCIPA
L INVESTIGATOR - PERSONAL TA DISCLOSURE FORM

Novartis wants to ask your

S permission to i .
maintained by a third party. The Goy ut1clpulde certain elements of your personal data in a database
pharmaceutical research sponsors |y Nt Plan database, which is maintained and provided to

research sponsors with transparerc y aln:qrnpany called TTC in the United States, is intended to assist
i relat ini ral o ;
country specific forecasts for clinic}’ ing to clinical trial expenses. The database is used to support

achieve transparency and fatemoce : al tr}al costs and to provide benchmarking information in order to
Y and fairness in setting costs for performing clinical trials.

The information is entered into the database in

; : such a way that it is not possible for anybody except the
personnel of TTC to view your name or link yo / A

ur site to a particular clinical trial or sponsor company-

Fn that regard, Novartis is asking for your permission to submit your name, clinical trial site contact
information, name of the clinical trial, sponsor, copy of the clinical trial agreement, and costs and fe;s
relating to your site’s retention, to a third party administrator of this darabase. This information wnllh e
maintained in that database for five years. If you are conducting research for Novartis in coul}triefoOft}‘:;
than the United States, such as those in Europe, you should note that the United St‘atﬁ‘S does_ - s:rl;t to
same standards of privacy protection as those offered in Europe. You are not required to %ﬂfe cc::: collect
this disclosure in order to proceed with this clinical study. However, by doing so, you ar¢ Relpiag
information on fair costs in clinical trials.

@’ Yes, I hereby agree that Novartis may disclose my personal data in connection with th

database.

e Grant Plan

I i i vith the Grant Plan
o No, I do not give my permission to disclose my personal data in connection ¥

database.
Place and Date: s

/
Hh_w"“ﬂ

i
Name: Dr. Ramesh M. Bhat

Principal Investigator

Page 16 of 19

Scanned by CamScanner



Data Privacy and Protection

j‘Personal Information or Data”
including without limitation elecl;n
(a) name or iitials; (b) home or o
or home email addr
card number;

behalf of Nov

eans any information tha
ronic data and
ther physical ad
ess or online identifier associ
anc".l (F} employment information

artis in connection with this Agre’e

t relates to an identified or identifiable pers
: on
gaper based files that include such information sfch as:
n:iss; .{c} work, c.c]l or home telephone number; (d) work
ated with the individual; (e) identification code; (f) credit

that is Processed directly or indirectly, by Institution on
ment.

& s
Sensitive Personal Information or Data”

R ? — constitutes a su i
an individual’s (a) syl bset of Personal Information and relates to of

origin, (d) political, idmlo’glijc};)imfel]?g'l;al or r.ne.ntal Charaf:tcristic.s, (b) ctj'onomic status, {v.?} racial or ct]'u:xic
(f) health or medical il‘lformatic: : gl1 dl{s opinions or philosophical beliefs, (e) trade union membersln_p,
or sexual preference, (h) ORANeiname lflformatt?n related to payment for health services, (g) sex life
biometric data, (k) f’e EETFEICPm?-Ferlai or__mfor::nat_lo.n, (i) human i_:;iologica}l samples or cells, () unique
(a} Social Socu;i[ l'SbOﬂa ;Jty Iroflles'or {1!} an individual’s name in combination with the individual’s
Vis b y number, (b) s‘llt?l'l registration nup‘lber, (c) driver’s license number, (d) passport number,

SEIITDECOr other government identifier, (e) credit card, debit card, or other financial account numbers,
Wlt!'l or without any associated code or password that would permit access to such account, or (f) mother’s
maiden name; and as applicable under local laws.

“Data Subject” — and identified or identifiable person who’s Agreement Personal Darta are processed,
accessed, received, transmitted, or maintained by the Supplier. An identifiable perosn is one sho can be
identified, directly or indirectly, in particular by reference to an identification number or to one or more
factors specific to his physical, physiological ,mental, economic, cultural or social identity.

“Processing” means any operation or set of operations which is performed upon personal information,
whether or not by automatic means, such as collection, recording, organisation, storage, adaptation or
alteration, retrieval, consultation, use, disclosure by transmission, dissemination or otherwise making
available, alignment or combination, blocking, erasure or destruction or any other operation or set of
operations otherwise defined in applicable Data Privacy Laws. This also includes the processing of
personal information in structured manual files.

«“Institution Third Parties” —any third party that assists Institution in performing its obligations under the
Agreement, including an affiliate or direct or indirect subcontractor of Supplier.

General Obligations of Institution:

a. MEMMM&LM. Institution will, and will cause all
Institution Third Parties to, hold Personal Information in confidence, use Process such data only for the
henefit of Novartis and its Affiliates and Process such information in compliance with (i) all Applicable
Data Protection Laws, (i) the Agreement, (iii) any consent, authorization of a Data Subject or other
authorized participant, such as subject’s legal representative, (iv) industry standards, and (v) this Data
Privacy and Protection Exhibit; provided, however, that Institution (or Institution’s Third Party) may
Process Personal Information only under the written instructions of an authorized signatory of Novartis.

To the extent that the Agreement involves the processing of personal information owned by or licensed to
Institution prior to or separately from the Services, Institution represents and warrants that such data has
been obtained in compliance with applicable laws and regulations, including Applicable Data Protection
Laws and all necessary consents and authorizations, including those of any patient, if applicable
Institution further represents and warrants that Institution and/or Novartis is authorized to use such data'
as contemplated by this Agreement.

bligations with respect e Dat; j articipating in tri
Institution shall take reasonable steps to ensure that each individual whose Personal Information w.
are, in its possession is able to assert his or her rights under local law, including but not limited to rffﬁ,t o;
access to view and correct his or her Personal Data, right to withdraw consent and file | e
grievance if any, with the Institution. Sempianl ot
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el i = clesr and accurate
i suest, Insatution will produce clear and aec

Py s davs of Novactis widrren noquest, Insteation will p R

Within soven {7 business days of Novaras waark i ; a2 —

ttonnan "\“w'.'“r.' s who i holding and provessing Agreement Personal ['Lu"._l.i ;‘Sd uf[ et dL_.P .Fn.-'r\-. -

e LNt srecments wich Supplier Third Pareyiies

i B e treatsentents Sapphier will enter inwo dgreame oplier !

s Bonamy 3 all ook arangsiionts duy ! : b ” ke acrasenitt
i <o ro this Data Privacy Exhibie. Supplier shall provide copies ot such agree

Jdavy following a written request from Novarts therefor.

| o .
et e substantally snnlar oo
"y
¢

; t
o Novarsis within sevest {7F business
Safegnands, The parties agree to comply with the following:
+ i 1
" . i te - fes ag o comply wich zli
@& Withous Hmitation of anv provision of chis Agreenient. the parties agree © Ct‘}-‘ (?l g
. - wirire af P - b ) s

applicable Laws governing fie privacy and security of ‘[‘ersoml Informanon tha :1ll e x

shall create, aaguire, wosess ot reveive as & resule of this Agreement. o the extenc chat su

Laws apply to etcher parne

b Institugion agoees o implement administrative, tachaical and physical SeCurify mIS3sures o
prost Pemonal Infonmation, from (1) unauthorised or accidencal destrucdon, (i) tf}err,
E'm\:c:'_\' or loss, (i) rechnical faules, (iv) formeny, theft or unlavwtul use (v) unauthorised
sleevation, copying aavess: or (vid any other unautherised provessing.

g Sacueity measuees implemencad by Institution must take inco account (i) che purpose ot the
data processing, (i! nature and extenc of the processing, (iii) assessment of possible risks to

the dats subjecn and (ivlcurcene industy best pracrices and stace of the art re.:hnf)logi_es, £

cluding bue nor imiead @ encovpdon of informaden at rest and in gaasic. decunty

measuees shall be reviewwd on 2 periodic basis and updared as required.

@) Allemail communication wich Novareis, especially those involving trial relzred informadon
should happen via secure “Insdrutional email 1ds”. Excepdons (i.e. use of non-insdrudonal
email ds), if any muse be discussed wich Novards and a secure communicadon soludon, as
mutually ageeed and in line with Novards® security standards, is implemented. 55

(e} Insritudon shall not sub-coneruce any of its rights or obligadons without the prior written =
nodfication o Novarts. In the evene that any Insdruton Subconmractor shall have access
to Personal Informadon, such access shall be permitred under a need-to-know basis and
only to the extent required for the due performance of Insdrution’s obligadons. Insttudon
shall enter inco Agreemencs with its’ subcontracrors that contain privacy and security
provisions that are equivalent to the provisions under this Agreement. ) _

(£ Insarution s_lull ensure that pecsonnel who will be undertaking the Processing of Novards 3

Personal Informarion, including char by Institution’s Third Paroy (if 2ny) have appropriate

skills and privacy and security training to handle Sensitive Pecsonal Information. .

(g If Institution disposes of any paper, electronic or other record containing Agreement
Personal Dag, Supplier shall da so by mking all reasonable steps to destroy the ir.lfsr;nﬂ i

by (:1_! shredding; (b) permanendy erasing and deleting; (c) degaussine: or (d) 6(}1 s
modifying the Agreement Personal Data in such records to make ;1: unread: blemse
reconstructable and indecipherable. T

() Institution shall maintain procedures to detect and respond to a Daca Securi

Insttution shall nodify Novards of any Dara Securin: Breach within 24 ho ﬁ‘mtt’q;ii:ifeach.
of a dara security breach. Insdrution shall pmmprh-'make available ;-:J \’om q. d i
the Data Security Breach and shall use commercially reasonable Eﬁ:ﬂrtskr vards details of
F;e;;:t dd;e mm?;ncesof such Daca Security Breach. The parries shall reasgnl:lglc:ilg;;and

ediate a Data Securiy Breach a ‘ent any rec . 2 rare
disa:ra;xio_n, after consultadon wich 1n5dt;$°§rr:;1§rl‘ltdi$ rrz;\;::e]:u.; Nf)\‘ams, at i sole
any individuals or persons (including Governmencal Authori = 17 and sehiews &5 mogily
Security Breach affecting Novartis Personal Informag 0[; Inso‘nu?s} regarding any Daga
sole discrerion, shall comply with all applicable Laws to 1 sarution, as determined in jes
the Data Security Breach. - AWs ro which it is subject wich regard to

e
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ANNEX 3 NOVARTIS POLICIES & 8 FUDY DOCUMENTS

ey the andersigned Tnstigion and Principal lnvestigator for study

| have teceived a copy ofy
) Novartis global Antibribery Dalicy

Professional Practices Poliey

(b

aunher CQGEOI1C2303 declare

Ve, have read the policy (ies) understood s meaning and shall comply with the same.

Sher Muller Medical College Hospital

Byt

Name: Rev. Fr. Richard Aloysius Coelho

Dr. Ramesh Bhat M

R

| ~('L[u
\_ﬂ (Ll >
B)‘: ‘Fq\{."
Name: Director of Tather
lnstitutions

Title: Principal Investigator
o

Date: | ‘—:’—/ l".L/J el

Muller Chatitable

Title: Director of Pather Muller Charitable
Institutions
\Dmc: _/___fj_/_gf—,[f_‘___’——
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FULL DETAILS (Read-only) -> Click Here to Create PDF for Current Dataset of Trial

CTRI/2018/11/016419 [Registered on: 26/11/2018] Trial Registered

CTRI No Prospectively

Acknowledgement
Number
Last Modified On: 23/11/2018

Post Graduate

REF/2018/11/022336

Thesis No
Type of Trial Interventional
Vaccine
Type of Study Biological
Preventive
Study Design Randomized, Parallel Group, Active Controlled Trial
Public Title of A clinical study to assess the safety and immune response with Typhoid conjugate
Study vaccine of BE when compared with a licensed Typhoid conjugate vaccine.

A multicentre single blind randomised controlled Phase-II/III study to evaluate
Scientific Title of immunogenicity and safety of single intramuscular dose of Biological E’s Vi-capsular
Study Polysaccharide-CRM197 Conjugate Typhoid Vaccine in healthy infants, children and adults
in comparison with a licensed comparator.

Trial Acronym None

Secondary IDs if

Any IBECT053/TCV-Phase-IIbyIII/CTP-01 Version :1.0 dated:09.07.18 ||Protocol Number |
'Name |Dr TSA Kishore |
|Designation ||Associate Vice President - Clinical Development |
\Affliation |Biological E.Limited |

Details of 18/1&3, Azamabad, Hyderabad, Telangana,India

Principal

Investigator or Hyderabad

overall Trial Address TELANGANA

Coordinator 500020

(multi-center India

study) [Phone 04071216247 |
[Fax 104027675309 |
|Emai| ||kishore.turaga@biologicale.com |
Name |Dr Subhash Thuluva |

|Designation ||Vice President- Clinical Development |
|Aff|iation ||Bio|ogica| E.Limited |

Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India
Details Contact Hyderabad
Person Address e ANGANA
Scientific Query 500020
India
'Phone 104071216000 |
[Fax 104027675309 |
|Emai| ||subhash.thuluva@biologicale.com |
getails Contact Name |Dr Subhash Thuluva |
erson
Public Query |Designation ||Vice President- Clinical Development |
|Aff|iation ||Bio|ogica| E.Limited |
|Address ”Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India |

http://ctri.nic.in/Clinicaltrials/rmaindet.php?trialid=29416 &EncHid=65191.75758&modid=1&compid=19 1/6
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TELANGANA
500020
India

'Phone 104071216000
[Fax 104027675309
|Emai| ||subhash.thuluva@biologicale.com

Hyderabad
|
|
|

Source of
Monetary or
Material Support

|Bio|ogica| E.Limited |

|Name ||Bio|ogica| E Limited |
|Address ||18/1&3, Azamabad, Hyderabad-500020, Telangana, India. |
|Type of Sponsor ||Pharmaceutica| industry-Indian |

Primary Sponsor

Details of | ” |

Secondary None [None |
Sponsor

Countries of

Recruitment India
Sites of Study
Department of Pediatrics,
Father Muller Ist floor,Father Muller
. Road, Kankanady, 09845088116
Dr Pavan Medical
Mangaluru 575002,
Hegde College & K ka. Indi heade@h i
Hospital arnat_a a, India pavanhegde@hotmail.com
Dakshina Kannada
KARNATAKA
Department of
Gandhi Pediatrics,Ist
. . floor,Musheerabad, 09440424545
Dr K Siva Ram Medical
Secunderabad-500003,
Prasad College & : .
- Telangana, India. ksivaramaprasad@yahoo.com
Hospital
Hyderabad
TELANGANA
Department of Pediatrics,
3rd floor, Dilshad Garden,
DrManish U €9 Shahdara, Delhi 110095, 09911036569
Narang . India .
Hospital North East manish_2710@yahoo.com
DELHI

Department of
Pediatrics,Ist floor,
Mahathma Gandhi Road, 09880629506

Dr Mandyam  J.S.S. Mysuru 570004,

Dhati Ravi Hospital

Karnataka, India ravimdped@gmail.com
Mysore
KARNATAKA
Jay Kay Lon Department of
Hospital Pediatrics, 1st floor, JLN
. attached to  Marg, Jaipur-302004, 09829182888
Dr Kapil Garg . -
S.M.S. Rajasthan, India. drkapilgargikl@gmail.com
Medical Jaipur prigarg] 9 )
College RAJASTHAN
Dr Sonali Kar Kalinga Department of community 09438423273

Institute of  Medicine, Ist floor,KIIMS

http://ctri.nic.in/Clinicaltrials/rmaindet.php?trialid=29416 &EncHid=65191.75758&modid=1&compid=19 2/6
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Details of Ethics
Committee
Clarification(s) with
Reply
Modification(s)

Medical
Sciences
(KIMS)

Dr P
Venugopal

King George
Hospital

Dr Madhukar
Pandey

Oriana
Hospital

PT.BD
Sharma Post
Graduate
Institute of
Medical
Sciences &
Hospital

Dr Savita
Verma

Sant
Dnyaneshwar
Medical
Education
Research
Centre

Dr Ashish
Dhongade

Institutional Ethics Committee,Sant
Dnyaneshwar Medical Education

Research Centre

Ethics Committee, SMS Medical

College and Attached Hospital

Guru Teg Bahadur Ethics
Committee-Guru Teg Bahadur
Hospital

Institutional Ethics Committee,

Gandhi Medical College/ Gand
Hospital

Institutional Ethics Committee, JSS

Medical College & Hospital

Institutional Ethics committee
Kalinga Institute of Medical
Sciences

Institutional Ethics Committee,

Oriana Hospital

Institutional Ethics Committee, PT.
B D Sharma Post Graduate Institute

of Medical Sciences

CTRI

Campus 5, KIIT University, sonsam72@yahoo.co.uk
Patia,

BhubaneswarBhubaneswar

- 751024, Odisha, India.

Khordha

ORISSA

1st Floor, Dept.of
Pediatrics, Collectorate
Junction, Maharanipeta,
Visakhapatnam 530002,
Andhra Pradesh, India.
Visakhapatnam
ANDHRA PRADESH

Department of
Pediatrics, 1st floor,Plot
number 6, 7, 8
Ravindrapuri Extension,
Lanka, Anandbagh,
Bhelupur, Varanasi
221001, Uttar Pradesh
Varanasi

UTTAR PRADESH

Department of
Pharmacology, 3rd
floor,Near Directorate
Office, Rohtak-124
001,Haryana,India
Rohtak

HARYANA

Department of Pediatrics,
Ground floor, 695/A,
Sadashiveth, 695/A,
Sadashiv Peth, Opp. Vijay
Talkies, Laxmi Road, Pune-
411030, Maharashtra,
India.

Pune

MAHARASHTRA

09848027203

fbnc.amc@gmail.com

09839439464

pandeymadhukar@gmail.com

09812283746

savita_verma@hotmail.com

09011095436

adhongadel@gmail.com

Submittted/Under No Date No File No
Review Specified Uploaded
Submittted/Under No Date No File No

s Review Specified Uploaded
Submittted/Under No Date No File No
Review Specified Uploaded

hi Submittted/Under No Date No File No
Review Specified Uploaded
Submittted/Under No Date No File No
Review Specified Uploaded

! Submittted/Under No Date No File No
Review Specified Uploaded
Approved 17/11/2018 ?iﬁ):roval No
Submittted/Under No Date No File No
Review Specified Uploaded
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Regulatory
Clearance Status
from DCGI

Health Condition /
Problems Studied
Clarification(s) with
Reply
Modification(s)

Intervention /
Comparator Agent

Inclusion Criteria

Exclusion Criteria

CTRI

Institutional Ethics committee- Submittted/Under No Date No File No
Father Muller Medical College Review Specified Uploaded
Institutional Ethics Committee- Submittted/Under No Date No File No
King George Hospital Review Specified Uploaded

|No Objection Certificate ||01/11/2018 ||Approva| File |
Healthy Human Volunteers Preventive protection against Typhoid fever

Patients

Intervention Vaccine(Monovalent)-

Z23||Encounter for immunization,

BioE’s Typhoid

Conjugate 1. Dose: 0.5 mL single dose 2. Frequency: One

dose only 3. Route of administration: intramuscular
injection 4. Total duration of therapy:42 days (post

Single Human dose- single dose administration)

0.5mL
1. Dose: 0.5 mL single dose 2. Frequency: One

Comparator Typbar-TCV Single dose only 3. Route of administration: intramuscular

Agent

Age
From

Age To
Gender

Details

Details

Human dose-0.5mL injection 4. Total duration of therapy:42 days (post
single dose administration)

6.00 Month(s)

64.00 Year(s)
Both

1. Healthy subjects of either gender between =6 months to <64 years of age
at the time of vaccination

2. Subject or Subject’s Parent(s) or LAR who after the nature of the study has
been explained to them, have given written consent according to local
regulatory requirements.

3. Subject or Subject’s Parent(s) or LAR's ability to understand information
relevant to participation in the study and abide with the requirements of the
subject diary and other study procedures;

4. Individuals in good health as determined by the outcome of medical
history, physical examination based on clinical judgment of the investigator.
5. Negative to urine pregnancy test for female subjects of childbearing
potential. Female of childbearing potential is defined as a pre-menopausal
female capable of becoming pregnant. This does not include females who
meet any of the following conditions: (1) menopause at least 2 years earlier,
(2) tubal ligation at least 1 year earlier, or (3) total hysterectomy.

1. Individuals who have a previously ascertained or suspected disease caused
by Salmonella typhi;

2. Individuals who have history of household contact with/and or intimate
exposure to an individual with laboratory confirmed S. typhi;

3. Individuals who have previously received any vaccines against typhoid
fever (either oral live attenuated or injectable vaccines);

4. Individuals with body temperature >100.4°F (=38.0°C) within 3 days of
intended study immunization;

5. Individuals with any serious chronic or progressive disease according to
judgment of the investigator (e.g., neurological, neoplasm, insulin dependent
diabetes, cardiac, renal or hepatic disease);

6. Subject or Subject’s Parent(s) or LAR unwillingness or inability to
understand and follow required study procedures, keep appointments, or are
planning to relocate during the study period;

7. Individuals with history of any illness or any laboratory abnormality that, in
the opinion of the investigator, might interfere with the results of the study or

http://ctri.nic.in/Clinicaltrials/rmaindet.php?trialid=29416 &EncHid=65191.75758&modid=1&compid=19
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Method of
Generating

Random Sequence

Method of
Concealment

Blinding/Masking

Primary Outcome

Secondary
Outcome

Target Sample
Size

Phase of Trial
Date of First

CTRI

pose additional risk to the subjects due to participation in the study;

8. Subject with suspected or known history of an autoimmune disorder or any
other known or suspected impairment /alteration of the immune system, or
under immunosuppressive therapy including use of systemic corticosteroids or
chronic use of inhaled high-potency corticosteroids within the previous 30

days;

9. Subject with a known bleeding diathesis, or any condition that may be
associated with a prolonged bleeding time or history of receipt of anti-

coagulants in the past 3 weeks;

10. History of allergy or allergic reaction to any vaccine-related component;
11. Individuals participating in any other clinical trial within 30 days prior to
first study visit or intent to participate in another clinical study at any time

during the conduct of this study;

12. Women who are pregnant or breast-feeding or of childbearing age who
have not used or do not plan to use acceptable birth control measures, for the
duration of the study. Female of childbearing potential or age is defined as a
pre-menopausal female capable of becoming pregnant. This does not include
females who meet any of the following conditions: (1) menopause at least 2
years earlier, (2) tubal ligation at least 1 year earlier, or (3) total

hysterectomy.

13. Any other reason that in the opinion of the investigator may interfere with

the evaluation required by the study objectives.

Computer generated randomization

On-site computer system

Participant Blinded

1.Seroconversion rate as measured by proportion of
subjects with anti-Vi IgG serum antibody concentrations
above the threshold value.

2.Geometric mean concentrations (GMC) of anti-Vi IgG
antibodies.

3.Fold increase in anti-Vi IgG antibody concentration.

Proportion of subjects with
solicited adverse reactions 6)
Proportion of subjects with
unsolicited adverse events
(AEs)

Medically attended and/or

vaccination.

1.at day 0 pre vaccination
and at day 42 post
vaccination.

2.at day O (pre
vaccination) and at day 42
(post vaccination)
3.post-vaccination sample
from pre-vaccination
concentrations

during first 30 minutes of post vaccination observation
period and for subsequent 7 consecutive days (Day 0-

during the follow up period until day 42 of post

serious adverse events (SAEs), during the post vaccination 42 day follow up period.

if any

Total Sample Size="622"
Sample Size from India="622"

Final Enroliment numbers achieved (Total)= "Applicable only for

Completed/Terminated trials"

Final Enrollment numbers achieved (India)="Applicable only for

Completed/Terminated trials"
Phase 2/ Phase 3
30/11/2018

http://ctri.nic.in/Clinicaltrials/rmaindet.php?trialid=29416 &EncHid=65191.75758&modid=1&compid=19
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Enroliment
(India)

Date of Study
Completion Applicable only for Completed/Terminated trials
(India)

Date of First
Enrollment No Date Specified
(Global)

Date of Study
Completion Applicable only for Completed/Terminated trials
(Global)

Years="0"
Months="6"
Days="0"

Estimated
Duration of Trial

Recruitment
Status of Trial Not Applicable
(Global)

Recruitment
Status of Trial Not Yet Recruiting
(India)

Publication

Details None

This is a multicentre single blind randomised, comparative, phase-Il/lll study to demonstrate non-
inferiority in terms of seroconversion rates and safety of Biological E’s Typhoid conjugate vaccine in 26
months to <64 year old healthy subjects in comparison with licensed Typbar-TCV vaccine at day 42. The
total sample size to be enrolled would be 622 subjects in both groups put together based on the
screening and enrolment criteria set in the protocol.

Each subject will receive a single 0.5 mL dose of the study vaccine intramuscularly i.e., Biological E’s

Brief Summary Typhoid conjugate vaccine or Typbar-TCV vaccine, based on the treatment groups to which they are
randomised for assessing the safety & Immunogenicity. Only optimal quantity of venous blood sample for
immunogenicity assessment will be drawn twice during the study period.

The study will be conducted in compliance with schedule Y, ICH and Indian good clinical practice
guidelines in force at the time of study conduct.

http://ctri.nic.in/Clinicaltrials/rmaindet.php?trialid=29416 &EncHid=65191.75758&modid=1&compid=19 6/6



FATHER MULLER MEDICAL COLLEGE INSTITUTIONAL

ETHICS COMMITTEE

Father Muller Road, Kankanady, Mangalore - 575 002. Karnataka, India
DCGI Re-registration No. Tel : 0824-2238327
ECR/540/Inst/KA/2014/RR-17 e-mail: fmiethicscommittee@gmail.com
CHAIRPERSON MEMBER SECRETARY
Dr. Ashok Shenoy Dr. Shivashankara A.R.,
Professor of Pharmacology Associate Professor of Biochemistry,
KMC, Mangalore-575001 ~ Father Muller Medical College
Phone : +919880530703 Mangalore - 575 002
E-mail: ashok.shenoy@manipal.edu Phone : +919880146133

E-mail: arshiva72@gmail.com

Ref. No : e ENIMCTEC/COM /643 /2018 Date :(1G.44-P@AGrewrresreeees

Protocol title: “Elucidating the dermatophyte spectrum through rapid multiplex PCR and
detection of antifungal drug resistance caused by mutations in squalene epoxidase and 14 alpha
demethylase gene”

Protocol No: 496/18

Principal Investigator: Dr Jyothi Jayaraman
Co Investigators : Dr.Sukumar.D, Dr. Meryl Sonia Rebello, Dr.Meena Dias, Dr.Indrani
Karunasagr, Dr Meghashree G

Name & Address of Institution :
Dept of Dermatology

Father Muller Medical College,
Kankanady, Mangalore - 575002

New review: Exemptreview v/ Expedited review Falliteviow

Review of Revised Submission: Exemptreview

Date of review:09.11.2018

Date of previous review, if revised application: Full Review was done on 08.11.2018
Decision of the Ethics Committee:

> Approved v’

> Approved with suggestions

> Revision/ Resubmission

> Rejected

Suggestions /Reasons/ Remarks: Nil

Recommended for a period of : One Year ]

Please note:
> Inform Ethics Committee immediately in case of any adverse events and serious adverse events.

> Inform Ethics Committee in case of any change of study procedure, site and investigator.
> This permission is only for a period mentioned above. Annual report to be submitted to Ethics Committee.
> Members of Ethics committee have right to monitor the study with prior intimation



Agreement Form to Be signed By All IADVL-Reseaicih Grant Recipients

We commit to the following:

(i) To provide the IADVL Academy with a report on the status of the project and a financial report
every quarter and before IADVL Central Council and Gan2ai Body Meetings and at the
conclusion of the Project

(i) Tocomplete the research within 2 years or the period decicad at the time of submission of the
proposal whichever is early.

(iii) To submit the results for presentation in DERMACON and for publication in the 1JDVL or other
national or international journals, with an acknowledgement of the Grant

(iv) To acknowledge the Grant in every mode of presentation, i.e. paper, poster or article

(v) Toreturnany unused part of the grant along with any interest accrued to the IADVL on
completion of the project and before the nearest CCM, AGBM or Academy meeting

(vi) To submit the financial account of the project and final report within 3 months of its completion
along with invoices of purchased materials for audit

(vii) To utilize the Grant only for those aspects for which it has been sanctioned

(viii) To not apply for any grant for the same project with any other organization/institutions,
public or private.

(ix) To abide by all terms and conditions related to the grant that IADVL has at the time of approving
itand also those that can come into force during the study period.

(x) Toaccept all legal liability since IADVL is only the funding body

We declare that we have no conflict of interest in regard to the subject of this project with a
pharmaceutical company or any other organization other than the IADVL.

We accept that that if we do not follow this undertaking or if there is any deviation, we will not be
considered for anv research grant from IADVL in future.

W Shgres—

Dr- TYOTHL TAY A LA - SUKAUMBR . D Dr ME§HADIHREE - G
Signed by all investigators {
s L
Countersign of head of institute - GQ)LRM ’ b

Dr. INDRAN)  KARCGALAG M2 Dr.pMeEEN g Pist .
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GOVERNMENT OF KARNATAKA
Vision Group on Science and Technology
Department of Information Technology, Biotechnology and Science & Technology
Karnataka Government Secretariat, No.702, 71 Floor, 41 Stage, M. S. Building, Dr. Ambedkar Veedhi,
Bangalore-560 001
Phone: 080-2203 2013, E-mail: visiongroup.st@gmail.com Website: www.vgst.in
- No/VGST/GRD -650 /2017-18 /5 4.9 23-03-2019

To,

The Principal,
rather Muller Medical College, Kankanady,
Mangalore - 575 002,

Dear Sir,

Subject: - Approval for the submission of PART — A, for purchase the Equipment. GRD 650.

&k

With reference to the approval of GRD-650. Muller Medical College, Kankanady,Mangalore proposed
by Dr. Beena Antony. Department of Micro Biology, under the scheme K-FIST(L2) the project titled

“Phenotypic and Genotypic Characterization of anaerobic Microbial Community Isolated from Huma

Infections in the Suburban Population of Coastal Karnataka” was released the grant of Rs.20.00 lakhs
for 1 Instalment in the FY:2017-18 (Cheque no: 384870 /384871 Dt :10-09-2018).

As submitted the PART - A, of GRD— 650, by the Grantee Institution requesting for the purchase
of Equipment for the First Instalment the details are as follows.

Ist Instalment — Non-Recurring Budget Estimate under E-Tendering probess (ETP) for
the FY: 2017-18.

SL | Submitted in PART ~A under Non ~Recurring Amount
No [ (ETP) Budget Estimate by Grantee Institution (Rs) |
1| Don Whitley Anaerobic Chamber 13,62,055.00 '
2 | Don Whitley CO, 4,35,000.00 J
L TOTAL 17,97,055.00J'
Non-Recurring Budget Estimate under Manual Tendering Process for the FY: 2017-18.
| SL [ Submitted in PART ~A under Non ~Recurring Amcunt [
| NO | (MTP) Budget Estimate by Grantee Institution | Rs) |
f 1 J Olympus Binocular ' 75,000.00 (
|2 ! Colony Counter 70,000.00 |
L »
| , TOTAL 1,45,000.00 )
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Ist Instalment — Recurring Budget Estimate for the FY: 2017-18.

SL. | Submitted in PART — A under Recurring AMOUNT
NO | Budget Estimate by Grantee Institution (Rs)

1 | Chemicals

2 Glass Ware

3 Plastic Ware $,20.000.00

4 | Biological Specimen :
5 Electrical and Electronic Spare Parts 15,000.00
6 | Mechanical Spare Parts 15,000.00
7 Contingency 40,000.00
3 Books and Journal 10,000.00
Totsal 2,00,000.00

The submitted Financial status Performa (FSP) and PART — A document details are as follows.

' Grant Amount for the FY: 2016-17

20,00,000.00

TOTAL

20,00,000.00 |

NON-RECURRING (A)

E-tendering (ETP)

17,97,055.00

Manual Tendering (MTP)

1,45,000.00

TOTAL (A)

19,42,055.00

RECURRING (B)

Consumables and Contingency 2,00,000.00
TOTAL (A) + (B) 21,42,055.00
Approval by VGST (PART - A submitted 20,00,000.00 |
by GI/ PC) |
Amount sponsored by the Management 1,42,055.00 |i

In this view, as mentioned in the procurement document (PART-A). you
equipment through E-Tendering and Manual Tendering. Please do not deviate the purchase procedure for
the procurement of equipment. Please submit the PART-B and PART-C (downloads in VGST website)
to the VGST office after completion of the process . This is for your kind information.

With thanks and rcgards
Y OLHS sincevely,:

(Dr.S.G.Sreekanteshwara Swamy)
Consultant

<k \.\i ‘—Ey?)g%\

may purchase the

‘Dr. Beena Antony, Department of Micro Bioloey, Muller Medical College. Kankanady.
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PROCEEDINGS OF THE RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES,
BANGALORE

Sub: Financial assistance for Research under RGUHS
sanction of grant-in-aid for various teaching faculties of
affiliated institutions of RGUHS - reg.

Ref: 1. University notification No: RGUHS /Adv.Research:
2015-16 dated:29-04-2015

2. Approval of the Syndicate in its 116t meeting held
on 16t December 2015.

READ:

One of the main objectives of the University is to promote research activities
in the University and also affiliated colleges. In this regard University had invited
applications for financial assistance for conducting of advanced research projects
for the year 2015-16. University had received 366 research proposals. The
University had earmarked Rs.5.00 crores in its budget estimate for the year 2015-
16 for this purpose. In order to meet this expenditure the concerned Subject
Experts as suggested by the concerned BOS PG chairpersons‘and the Expert
Committee comprising of all the BOS PG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the University.
Such of the proposals which’have fulfilled the norms have been recommended by
the Expert Committee for sanction of grants.

The Syndicate in its 116t meeting held on 16%* December 2015 has
approved to sanction the grant-in-aid as per the recommendations of Expert
Committee for 159 selected proposals in medical, dental, pharmacy, ayurveda,
nursing, physiotherapy, allied health sciences and BNYS faculties for the year
2015-16.

As per the decision of the Syndicate the following orders are made.

ORDER NO:RGU: Adv. Res:Proposal-M-111: 2015-16 DATE:05-01-2016

Pursuant to the approval of the Syndicate, sanction is hereby accorded for
release of grant-in-aid amounting to Rs. 3,00,000-00 (Rupees Three lakhs only)

towards research proposal “Analysis of Biofilm Production and Detection of



Associated Genes in Anaerobic Microbial community of Human Body” furnished
by Dr Beena Antony, Professor of Microbiology, Fr.Muller Medical College,
Kankanady, Mangalore,Karnataka—STSOOQ for the year 2015-16. The Grant-in-aid
will be released in the name of Director of the Fr. Muller Medical College,
Kankanady, Mangalore subject to following terms and conditions mentioned

hereunder.

1. The Principal / Head of Institution shall open a separate joint account for
the financial grant released by RGUHS in the name of Principal / Head of
the Institution and the Principal Investigator.

9. Principal / Head of the Institution and the Principal Investigator shall be
responsible for the accounts and the proper utilization of the funds. The
grants released shall be used only for research purpose.

3. 50% of the grant-in-aid approved by RGUHS shall be released as 1%

installment. 25% of the grant-in-aid shall be released after the Utilization

Certificate for the money released in the 1% installment is given. Balance of

15% shall be released after the Utilization Certificate for the money released

in the 2nd installment is given. Remaining 10% will be released after the

submission of Project Report to the University. Audit report shall be
submitted along with every Utilization Certificate.

The bifurcation of grant-in-aid as per the above criteria applicable to you is

as follows: ‘

1 4

First Installment (50%)

Second Installment (25%)

[ m—_|®

4. The project shall be completed within 2 years from the time of release of 1%

Rs.3,00,000-00
. 1,50,000-00

Total grant-in-aid sanctioned

installment of grant-in-aid. However, the University in deserving cases may
extend this time frame.

5. Principal Investigator shall furnish project status report once in six months
till the completion of the project. '

6. During the research work, officials of the Expert Committee along with
Subject Experts shall reserve the right of inspection.



7. All the details about the conduct of research activity along with documents
should be properly maintained by the Principal Investigator. He/She should
submit such details of research to monitoring committee or to the University
whenever it is called for.

8. ICMR and MCI guidelines especially with regard to ethical issues shall be
followed strictly in the research activity.

9. Regarding ethical issues in various faculties, the guidelines prescribed in the
apex bodies or any other related authorities regarding the conduct of study
should strictly be adhered to.

10.Research project shall be published in national/international indexed
journals after the completion of the project. During such publication it is
the duty of the Principal Investigator to acknowledge the assistance given by
the University as a source of funding for the research activity.

11.In case the Principal Investigator discontinues the research work under
unforeseen circumstances, the co-investigator shall continue the research
work and complete the project with the approval of the University. It is the
responsibility of the Principal/Head of the Institution to ensure, in such
circumstances, that the research is completed with the co-investigator of the
research project.

12. It is the responsibility of the Principal/Head of the Institutién and Principal
Investigator to ensure that research work is completed within the stipulated
time.

13. The grants released by’the University shall not be utilized for the purpose of
purchase of equipments.

14. The honorarium for the supportive staff, purchase of consumables, tests
carried outside the institution because of lack of infrastructural facilities in
the institution, travel grants for attending conference for presenting the
research work and for publication of papers in national / indexed journals
shall be met out of the grant-in-aid.

15.After the completion of the project the entire project report shall be
submitted to the University and will become property of the University.

16.1f any of the conditions mentioned above are not adhered to by the
Principal/ Head of the Institution and the Principal Investigator, University
reserves the right to take appropriate action. '

17.In research proposals involving clinical trials, if any untoward incidence

occurs, it is the responsibility of the Principal Investigator and the

3



300

%“.

po®

-

GOVERNMENT OF KARNATAKA

OFFICE OF THE JOINT DIRECTOR (TB), LADY WILLINGDON STATE TB CENTRE,
4™ MAIN ROAD, SAMPANGI RAMANAGAR, BANGALORE-560 027.

E-mail: stoka@rntcp.org, & : 080 - 22249364; Fax - 080 - 22249361

NAT;C

o REALT,
o

Y
P

LWSTC/RNTCP/PPM/122 /2017-18

Date:12.09.2018

Proceedings of the meeting held on 12t September 2018 under the chairmanship
of Joint Director (TB) to discuss Development of OR and the release of Budget for

the approved ORs 2017-18
Participants of the meeting

e Dr. M. Manjula, Joint Director (TB), LWSTC, Bangalore

e Dr. Anil.§, Deputy Director (TB), LWSTC, Bangalore
e Dr. Sharath BN, Chair of State OR Committee, Bangalore
e Mrs. Vidya H.P State PPM Coordinator, LWSTC, Bangalore

Meeting Agenda:

1. Release of the second instalment of the eight Operational Research for the FY

2016-17
2. Mechanism of Budget release for 2017-18
3. Development of OR for the 2018-19

Meeting started with the briefing of the agenda of the meeting by Dr. Sharath BN, State Chair of

OR.
1. Agenda 1- Release of the second instalment of the eight Operational Research for the FY
2016-17
Discussed about the release of 27 instalment for 8 Operational Research of 2016-17 for the
below titles mentioned below
' SL.No Investigator Medical Budget 1st 2nd
i College & approved in instalment | instalment to
' District Lakh released in | be released
Lakh in Lakh
| Dr.Madhavi Bargava- Yenopoya, | 1.84 1.1 0.79
Dakshina
Kannada I |
Dr.Jannatbi, GIMS, Gadag | 0.44 0.3 0.14
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Dr.Poornima,

~ JIM Medical
College
,Davanagere

1.89

i i

0.79

Dr.Dr.Rashmi,

Sapthagiri
Medical
College

,Bangalore

Urban

L

Dr.Shivalli,

Yenapoya
.Dakshina

Kannada

-Dr.Padmaja

FMMC,

1.86

11

{12

0.75

0.79

1.99

1.2

0.79

Dakshina
Kannada

MS Ramaiah, | 1.99 1.3 0.69
BBMP

Dr.Lalitha

Vydehi, 1.16 0.7 0.46
Bangalore
Urban

Dr Hemamaheshwari

The status of the Operational Research for 2016-17 will be given by the Dr. Sharath -OR
Chair

(Action: Chair OR) _’A;

Budget will be releasedfrespective Districts DTO to all 8 Operational Research of 2016-17.
Budget will be released with following conditions:

e The principal investigator has to submit the fund utilization certificate for the funds
received (First Instalment) to the District TB Officer. Further upon the second
instalment will be released..

e The Principal Investigator should also update the progress of the research to STF
Chairman, and the State Operational Research Committee Chair. The State OR Chair
will submit the copy of the progress made by all investigator to Joint Director (TB).

e Hard copy of the completed research should be submitted to District TB office and
State TB Office.

(Action: Dr. Anil Deputy Director(TB))

Agenda 2: Budget release for the Operational Research title finalised in 2017-18.

All 14 Operational Research are approved with few remarks. It will be reviewed by the OR
committee and reported to Dr. Anil S. Deputy Director (TB) and Dr. Sharath, State OR Chair ,
will facilitate for the same.

2|Page
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The following Operational Research Protocols from Medical College Faculty are approved by the

RNTCP

State Operational Research Committee of Karnataka for funding.

Principal A‘;:g;o Remarks
S.No IT:::E;?:;S Title Buit:lget
College Lakh
T A study on effect of Rs. 1.90 | Title to be reworked. If the PI
' micronutrient wants to keep the same title
Dr:shanth I tati then, the Pl is requested to
Kiiirias. MR supplementation on /¢ s req Ito
Medical sputum smear subml_t publlcgtlons which site
conversion among the micronutrients to be
College, - S
Gulbares pulmqnary tuberqulosrs deficient in pulmonary TB and
cases in Kalaburgi what would be the replacement
district dose and duration.
2 |Dr. Granulomatous Rs. 1.36 | Approved.
Panduranga, response pattern among
ESIC Medical tubercular
College & lymphadenitis cases and
PGIMSR, their response to
Bangalore RNTCP treatment
3 Factors Rs. 1.90 [ 99 DOTS is not functional in
favoring/hindering the Karnataka. Hence, this study
adherence of treatment cannot be undertaken.
Dr. Ranganath, )
BMC, among TB-HIV patients
Bangalore initiated on 99DOTS- A
Cross sectional study
across five districts of
Karnataka
4 Are the patients with Rs. 1.96 | Approved
tuberculosis in
Dr. Akshaya, Dakshina Kannada
Yenepoya district beneficiaries of
Medical the social welfare
College, measures of the
Mangalore government? An
operational research to
facilitate linkages
5 | Dr. Rajani, Study of Proportion of Rs. 1.95 | Approved

RIMS, Raichur

Isoniazid Mono-Poly
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resistant TB cases and
Subsequent resistance
to second line anti TB
drugs

6 Validation of On Site Approved

Evaluation (OSE)
checklist reported by

Dr. Shilpa K, senior TB lab supervisor Rs. 1.99

GIMS, Gadag (STLS) in DMCs of =

: selected districts in

Karnataka: A
Multicentre study.

7 Implementation of Rs.1.95 | Dr. Sharath BN to check on the
Dr. Pracheth, | airborne infection methodology of assessing AIC
Yenepoya control in Anti- by the PI. And the PI to add
Medical Retroviral Therapy other departments like
College, centres of Karnataka: A Radiology, In-patients where
Mangalore mixed-methods HIV infected and admitted for

operational research the study.

8 Enhancement of Rs. 1.99 | Approved

Detection of Pediatric
O e TB cases (s15years) in
Udupi TU after
Chawla, KMC, : ;
Maiipal strengthening the skills
of health care workers
to perform induced
sputum production
9 Integrating Rs. 1.76 | Budget to be reviewed.
DrKavya, KS Tuberculosis Screening
Hegdé Medical into Antenatal Care: A .
Mixed-Methods Study in

College, . ;

Mangalore a Tertlary Care Hospital
of Dakshina Kannada,
Karnataka

10 Identification of Approved

ADR/SE by targeted

Dr. Huliraj, intervention among DS-

KIMS TB patients initiated on | Rs.1.93

Bangalore daily regimen at a

tertiary medical centre,
Bengaluru
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11 A study of Spoligotyping Approved
patterns of MTB isolates
Dr.Tejashree, | and their drug
]SS Medical resistance analysis Rs.1.99
College, among PTB patients in e
Mysore ]SS, a tertiary care
hospital, Mysore, South
India
12 Compare the Cough Approved
Hygiene and Sputum
Disposal practices
before and after
Dr. Roopa, additional interpersonal Rs.1.99
GIMS, Gadag communication among o
the newly diagnosed
Pulmonary Tuberculosis
patients Attending
District Hospital Gadag
13 Effect of Sensitization Rs.1.60 | Approved
about Mandatory
Dr. Sourabh, Notification Guidelines
Father Mullers | on the Tuberculosis
Medical case notification rate by
College, private pharmacies in
Mangalore Mangalore city in
Dakshina Kannada
district
14 Dr. Lalitha. A Study on Challenge_s Rs.1.99 | Approved
. Encountered by Medical
Oxford Medical
College, Colleges to.lm}.aler.nent
Bagalore RNTCP Activities in
Karnataka

Note:

The principal investigator has to submit the fund utilization certificate to the District TB

Officer as on 315t March 219.

They should also update the progress of the project to Chairman, STF Operational

Research Committee and State TB Officer everythree months.

All the PIs should attend the “Scientific paper writing module workshop” which shall be
organized by State OR Committee and publish their study findings in a peer reviewed

journals.

Those who fail to complete the project should return back the funds to the programme.
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* Further directives, if any, will be provided by the Chairman STF, State OR Committee
Chair from time to time.

(Action: Dr. Anil S. Deputy Director (TB) & Dr, Sharath BN, OR Chair)

The Committee decided to release 100% of fund for the all approved 14 Operational Research
for which Utilisation Certificate to be provided by the respective Principal Investigator before
31 of the March 2019 to concerned District TB Officers.

(Action: Dr. Anil S. Deputy Director (TB))

Agenda -3 : Development of OR for the 2018-19

New Operational Research proposal and PG thesis need to be submitted by the 15t December
2018.
(Action: Dr. Anil S. Deputy Director (TB) & Dr, Sharath BN, OR Chair)

Meeting concluded with the vote of thanks by the State PPM Coordinator.

Chairman
State Operational Research
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NATIONAL CENTRE FOR DISEASE INFORMATICS AND RESEARCH
INDIAN COUNCIL OF MEDICAL RESEARCH

Department of Health Research, Ministry of Health and Family Welfare, Government of India
NirmalBhawan-ICMR Complex (Il Floor), Poojanahalli, N.H-7, B. B. Road,
Kannamangala Post, Bengaluru-562 110 (India)

No. NCDIR;’HB(‘R-DMQ?QOI?];J,?-j/ 14 June 2018
Dr. Fr. Richard Aloysius Coelho

Father Muller Medical College Hospital.

Father Muller Road, Kankanady.

Mangaluru,

Karnataka 375002

Sir,

Sub:  Extension of “Hospital Based Cancer Registries (HBCR)-Data Management
Software for the period from 01.04.2018 to 31.03.2019.

| am directed to inform you that, Director General, ICMR. New Delhi and Director. NCDIR,
Bengaluru has accorded approval for extension of above project for further period of one year

w.e.f. 01.04.2018 to 31.03.2019.

The annual budget sanctioned for the financial year 2018-19 is enclosed.

Yours faithfully,

'
/ ) 2L ’f';]
(l‘{anél&éﬁiﬁi/l.} g

Administrative Ofticer
For Director

CAtS.

tlt'ér L{

Tel +91 080 22176400, +91 080 22176300 Fax: 080 30723643, Email: ncdir@ncdirindia.org



Annual Budget for the project on “Hospital Based Cancer Registry — Data Management
Software”, at Father Muller Medical College Hospital, Mangalore for the financial year
2017-18 W.e.f 01-04-2018 to 31-03-2019.

SI. | Designation No. | Total per Total
No. of month Budget
Posts per
- o - | Annum
i Social Worker @ Rs 32000/- Per Month | 1 32000/- 3.84.000

x12 Months

e S _—
D:ata an.tr{ Opera.tf)r (A) @ Rs 17000/- Per | 17000/~ 5.04.000
Month x12 Months _

i Contingency —Recurring 1,001000_

Grand Total _ 6,88,000 |
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