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Funded Project List

RTI International (2-3t2-02t4712-s22191)

I.C.M.R. New Delhi (54/4/ger/Indo-Sweden/17-NCD-II dated 04.09.2017)
I.C.M.R. New Delhi (5/7/1233/2014-RCH)

Endocrine Society

I.C.M.R. New Delhi

I.C.M.R. New Delhi (5/4/1-6/12-NCD-II dated 13.11.2013)

I1SC Bangalore (IMPR/MAE/RDP/011)

Indian Academy of Science (SEP/LW/APRIL 2017)

Govt. of Karnataka

Rajiv Gandhi University of Health Sciences, Bangalore (RGU: R&D:Res.Proposal-M-
55:2015-16)

Rajiv Gandhi University of Health Sciences, Bangalore (RGU: R&D:Res.Proposal-M-
55:2015-16)

United Nations Industrial Development Organsiation (3000040233)

George Institute for Global Health

I.C.M.R. New Delhi (NTF/2017/HSR/01/01)

Rajiv Gandhi University of Health Sciences, Bangalore
Endocrine Society

Rajiv Gandhi University of Health Sciences, Bangalore
Rajiv Gandhi University of Health Sciences, Bangalore
Rajiv Gandhi University of Health Sciences, Bangalore
Amgen Technology Pvt Ltd

IQVIA RDS India pvt Itd

Lambda Therapeutics pvt Itd

Eli Lilly India Pvt Ltd

PPD Pharmaceuticals pvt Itd

Icon Clinical Research India pvt Itd

Eli lilly India Pvt Ltd

Novo Nordisk India pvt Itd

Lupin Itd

Novartis Health Care Pvt Ltd

PPD Pharmaceutical pvt Itd

Klinera Corporation Itd

Eli lilly India Pvt Ltd

Novo Nordisk India pvt Itd

Eli lilly India Pvt Ltd

Glenmark pharmaceuticals pvt Itd
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IQVIA RDS India pvt Itd
Lambda Therapeutics pvt Itd
Novo Nordisk India pvt Itd
Novartis Health Care Pvt Ltd
UCB scienes Gmbh

Meril Life Sciences

Quintiles Research India Pvt Ltd
Navitas Life sciences

Navitas Life sciences

Novo Nordisk India pvt Itd
Lambda Therapeutics pvt Itd
Siro Clinopharm pvt Ltd

Eli Lilly India Pvt Ltd

PPD Pharmaceuticals pvt Itd
INC Research UK Ltd
Boehringer Ingelheim Pvt Ltd
Klinera Corporation Itd
IPCA Laboratories Ltd
Novartis Health Care Pvt Ltd
Eli Lilly India Pvt Ltd
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Audiologist @ Rs. 28,773/ p.m. \ 3,45276 |1 1,72,638 - 5,17,914
© (six
. months}
EL@HLDW p.m. + HRA 30% (8400 = 36,400]- — A>T 436800" [& 3 18,300 = | GRG0
Total T e g T 391038 | 11,73,134
Mtingency ; B
AChgeney = e el T
il\Workshops 50,000 - - | 50,000
ijWo S e RS Seon 1 e = | 50000
| TiyPrinting of madules and information booklets g 75,000 75,000 S
Total 1l 3,07,076 | 4,66038 13,73,114
B o T G 13,713,114
Overhead charges 32 27212 13881 41183
7 . ———— e ——~—-———-—'-—~——~---———-—-—-—n.———_‘—————..__‘—-—u_._—‘—~—.—-q
Tatai I& || s s ~———. -] 934288 | a80015 . | 1275A

il S—— B~ e o CRE S O
GrandTotal - _____..-JJE%@M_L_EMQM_

Non recurring
Equipment
Field baseq screening  instruments and hearing testing
devices -3 setg otoacoustic emissjon device, (Headlight with
light source , Lack’s Tongue Depressors Thudicum’s pzsa
speculum, Aural Probe, JDL Mirrores, Nacsl Packing Forceps ,
Masal/ Aural Suction Cannula, Suction Apparatus, Ayral
| Syringe, Nasal and Far Foreign Body Removal Probe / Hook

L |
Ph.26588980,26588707 web-site SWWW iemr.nic.in
Fax: 011-26588381 c.mail ‘lemrhqds@sansad.pic.in

Wy SHBIEE = ST
AN COUNCIT, OF MEDICAL RESEARCH
mw. I iRy 4911, =rd fasf - 110 029

To

Br. Chandsatican c

Prof. & HOD, ENT,

M S Ramaiah Medical College,
Bangalore-560054.

Sub: Conceptial mode) for infant s::neening of hearing impairment through oloacoustic emission
device in rya| arcas™
SirfMadam

I'am directed to inform you that the above ment ionied scheme has been technically approved
¢ Councii with the following comments:

Recommended with staff of Audiologist, SRF ( Medical), contingency for workshops Rs. S0,000/=,
contingency for printing of modules and informatio tooklets e, 1.50,000/~. {;1=f:ﬁtin_rgn:-n'_m_.-"3c:r1='_~ni:-g
nstruments Rs. 10,50,000/= computer, UPS inter nay apreed,

e R e e R TR et L SR
B 23,5000 #,50,000 3,50,000 - 190,50,000

el
| e
=

PRINCIPA ND DEAN
M.S. Ramaiz: picdical College
¢ Teaching Hospital
Bangalore - 360 054,



Itis requested that the following information may also be sent to this office immediately

Whether having more than 3 projects with [CMR,

Undertaking duly signed by Head of Institute .

R

of the Institute.

i*urther aciion wiii be taken un the recsipt of the sume,

Encl: As above.

Whether project has been submitted to other agency for financial assistance.

Copy of the (Deptt. of Science & Industrial Research (DSIR) Certificate
Approval of the Ethical Clearance Report of the above mentioned project.
Non-availability certificate of equipments as per enclosed format.
Mandate form along with Cancelled Chegue in original.
Name and address of the statutory audit authority of the host Institute duly signed by the head

Yours faithfully,

e sl
(5.S. Behl)
Administrative Officer
For Direcior-General

kb Z‘Q

PRINCIPAL AND/OEAN
M.S. Ramaizh Medical Coilege
& Teaching Hospitul
Dangalore - 560 954,



INDIAN COUNCYL OF MEDICAL RESEARCH

ST T, e dien 4911, 7 Reelt - 110 029
ANSARI NAGAR, POST BOX 4911, NEW DELEI . 110029

No. 5/4-5/13/ADR/2015-NCD.1 Dated: O O1 2816
Subject: Payment of [* installment of the 1%

year of grant-in-aid for the Ad_hog Preject enritled
“Conceptual iModcf for infant screening of hearin
i : |

g impairment through OTO- Acoustic emission device

aiah Medical College and Hospital, Bangalore,

MEMORANDUM
r .
) The Director-General, ICMR sanction the payment of Rs. 15,22,299/- (Rupees fifteen lakhs
| [
- lwenty two thousand two hundred ninety nine only) as the 1% installment of 1® year grant for incurring
expenditure I.I:i connection with the aboye mentioned res

earch scheme. The amount of Rs. 15,22 299/
may be dchite;i in the provision of Rs. 19.94,597/- made for the above mentioned research scheme for
the current financial year.

A I":?.imai biil for Ks. [5,22,19?.’% is scnt herewith for payment by cheque/demand Drapt to
the Principal & Dean, M.S. Ramaiah Medical College & Teaching Hospital, MSR Nagar, MSRIT Post
Bang,alom—séoosd, Karnataka. M § RAMAIAH MEDICAL

i COLLEGE BNMQRE%%

L B = p

i : et {Sushila_i‘(arga{tnkar}

i. RECEIVED Sr. Administrative Officer

. . —— For Director-General
Accounts Secthn V. (REC No-(P-66)/ NCD/TSP/4/2015.1 6/dt.3/11/2015

Ak
4. %.AQ ;
3. Dr. Geeta Menon, Scientist — “y» “5’?

For Director-General]

| R 40y
B Y i . i LL@['] f,L[ }
Il - NCIPAL AND DEAN
v " M.S; Ramaizh Medical College
§ 1‘2} 1 | : & Teaching Hospital
¥ | - Bangalore - 560 054,
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Ad-hue

i
i Sub: Conceptual Model for infant screening of hearing impairment through OTO- Acoustic
| emission device in rural areas™ under Dr, Chandrakiran C, MS Ramaiah Medical College and
| Hospilals, Banpalore.

| Budget

15.1.2016 to 14.1.2017
i

) | Sfl | ¥ year

Audiologlst @ Rs. 29,607/ pm. (fixed) I w ol . 3,55,284/-
_SRE @ RS, 280004 p.m. + HRA 30% (B400)=36400/ | Brvaspr lpa 4, 36,800/
) Totalofl [ o — | T.92.084/- Il
{IB) | Contingency . =
i) Workships ) 50,000
ii)Printing of modules and information hooklets ) 75.000¢-
Total 1[{ i 1.25.000
Total 1& 11 “ . . 9,17,084/-
| Overhead charges 3% B 27,513/
") NlJllll'rcci.l']ning . e
Equipment 10,50, 000
Field based screening  instruments and hearing testing devices -3 sets oloacoustic 1
emission [device. (Headlight with light spurce , Lack's Tompue Depressors
Thudicum’s Nasel speculum, Aural Probe, IDL Mitrores, Nesal Packing Foreeps ,
Nasal/ Aural Suetion Cannula, Suclion Apparstus, Aoral Syeinge, Wasal and Ear
Foreign Bidy Removal Probe / Hook . : |
| Grand Tutal 19,094,597/~

(Rupees nineteen lakhs ninety four thousand five hundred ninely seven only)

File No. 5/4-5/13/ADR/2015-NCD-1

| PRINV 2 AW DEAN
1 ‘ M5 Ram #iedical Colicge
|
|
I
|

& Teaching Hospital
Bangalore - 560 054,




1732 Dihe

Ph:26588980,26188707 web-site swww.icmr.nic.in
Fax: 011-26588181 e.mail:icmrbgds@sansad.nic.in

INDILAN COUNCIL OF MEDICAL RESE A RCEH
ST=ETH AT, HieE Wieswr a9, o f@esft - 110 020
ANSARI NAGAN, FOST BOXM 4911, NEW DELEE - 110 o

No. 5/4-5/13/ADR/2015-NCD-1 Dated: ©7.07 1214
|
To
e Principal & Dean
A~ MLS. Rzpmiah Medical College & Teaching Hospilal
MSR Nagar , MSRIT Post

_Bangan?e — 560054
Kamataka

Sab: - Prajéct entitled “Conceptual Model for infant screening of hearing impairment through OTO- Acoustic emission
+ device in rural areas” under Dr. Chandrakiran C, MS Ramaiah Mediczl College and Hospitals, Bangalore,

Dear Sir,

) The Director-General of the Council sanctions the above mentioned resezrch scheme for a period of One
Year from E'IS.l,'l{}llﬁ o 14.1.2017 subject to extension upto the total durstion specified in para 3(3) below,
_' The Dh-éﬁor-Gmeral of the Council also sanctions the budget allotment of Rs. 19,94.597/- (Rupees
ningteen lakhs ninety four thousand five hundred ninety seven only) as detailed in the attached statement for the

period 2015-2016/.
‘thc grant-i.ti—ai[d will be given subject to the following conditions:-

1. The payment of the grant will be made in lump-sum to the head of the Institution: The first instaliment of
the grant will be paid generally as soon asa report regarding the commencement of the project and
eppointmen: of the staff iz received by the' Comneil.  The demand for. pevitent of thy subsequens
instaltment of the grant should be placed with the Council jn the prescribed Performa attached. :

2. The staff. appointed on the project should be paid as indicaied in the budget statement attached.

3. The approved duration of the scheme is ( 3 years) Three years . The annual extension will be given after
review of the work done on the scheme during the previous year. =~ ;

4, A report pn the progress made will be submifted fo the Council as and when called for.
3. The Institute will maintain a separate account of the receipts and the expenditure incurred on the scheme
and will fumish & utilization certificate and an audited statement of account pertaining to the grant,
6. The nth:i:ftmm and conditions are indicated in Annexure-], -
:: The reoefini of this letter may please be acknowledged,
i Yours faithfully,
! Gkl
"
i (Sushila Kargaonkar)

_I Sr. Administrative Officer
i For Director-General

Accounts Section V. (RFC No-(P-66) NCD/TSP/4/2015-16/d13/11/2015.

Co to:- }

1. P_[!;r. Chandrakq"mz C, Professor & HOD, ENT, M.S. Ramaiah Medical College and Hospitals, MSR Magar,
MSRIT Post , Bangalore — 560054 —_—

2. IRIS Section (2014 - 1279) T o 7

3. sLAO ! [ MS RAMAIRH MEDICAL | /

4. Dr. Geetha Menon, Scientist—“D" | COLLEGE BANGALONE 54

For Dhrector-General
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S IR ST ffe= srgeien= uRug
. 3, INDIAN COUNCIL OF MEDICAL RESEARCH

I AR, ﬂ"ﬂtm-um-l #ﬁsﬁ 110 029
ANSARI NAGAR. POST BOX 4911, NEW DELHI - 110029

No. 5/4-5/13/ADR/201 5-NCD-1 Dated : Q\ 0& | 16

Subject: Payment of 2 installment of the " year of grant-in-aid for the Ad-hoc Project entitled

“Conceptual Model for infant screening of hearing impairment through OTO- Acoustic emission device

in rural

areas™ under Dr. Chandrakiran C, Ms Ramaiah Medical College and Hospital, Bangalore.

MEMORANDUM

The Director-General, ICMR sancfion the payment of Rs. 4,72,298/- (Rupees four lakhs

seventy two thousand two hundred ninety eight only) as the 2* installment of | year grant for
incurring expenditure in connection with the above mentioned research scheme. The amount of Rs.
4,72,298/- may be debited in the provision of Rs. 19,94,507/- made for the above mentioried research

scheme

Dean,

for the current financial year.

A formal bill for Rs. 4,72298/- is sent herewith for payment by RTGS to the Principal &
M.S. Ramaiah Medical College & Teaching Hospital, MSR Nagar, MSRIT Post Bangalore — 560054,

Kamataka.

i
_ Lifo
ST\ it
(i\ (Sushila Kargaonkar)
% Sr. Administrative Officer

For Diiractor-Gepers!

Amuunts Section V, (RFC No-(P-66)/ NCD/TSP/4/2015-16/dt 3/1 112015,

Cﬂpy

&

v akmx&,m.ﬁmr*]
-Dy B0 pavdo Fown

Act A

The Principal & Dean, M.S. Ramaiah Medical College & Teaching Hospital, MSR Nagar,
MSRIT Post, Bangalore — 560054, Karnataka

Dr. Chandrakiran C, Professor & HOD, ENT, M.S. Ramaiah Medical College and Hospitals,
MSR Nagar, MSRIT Post , Bangalore — 560054

IRIS Section (2014 — 1279)

SrAOD
Dr. Geetha Menon, Smenﬂ.?;l. “D" st "’i /
L d N For Director-General
Y .
; | :
1 17 AUGC 20 i : ‘\.L ({ dl_)
: ; Lhe,
Vsl : . ¢ ¢ ;. PRINCIPAL AND DEAN
‘l"l.\?\'qﬁ R : B M.S. Ramzizh Medical College

& Teaching Hospital
Bangalore - 560 054,



1AN COUNCIL OF MEDICAL RESEARCH
= W, dree dfew 4911, 9 Rt - 110 029
ANSARI NAGAR, POST BOX 4911, NEW DELHI - 110029

No. 5/4-5/13/ADR2015-NCD-1

vect:gog 1

installment of the 1" year of grant-in-aid for the Ad-hoc Project entitled
“Conceptual Model for infant screening of hearing impairment through OTO- Acoustic emission device
in rural areas” under Dr, Chandrakiran C; Ms Ramaieh Medical College and Hospital, Bangalore.

Subject: Payment of 2

MEMORANDUM

The Director-General, ICMR sanction the payment of Rs. 4,72 208/

(Rupees four lakhs
seventy two thousand two hundred ninety eight only) as fhe 2%

installment of 17 year grant for
incurring expenditure in connection with the above mentioned research scheme. The amount of Rs,
4,72,298/- may be debited in the provision of Rs. 19,94,597/-

made for the above mentioned research
scheme for the current financia year.

A formal bill for Rs. 4,72298/ is sent herewith for payment by RTGS to the Principal &

Dean, M.S. Ramaiah Medical College & Teaching Hospital, MSR Nagar, MSRIT Post Bangalore — 560054,
Kamataka.

kife
g
(Sushiia Kargaonkar)
Sr. Administrative Officer
For Director-Genera!
Accounts Section V, (RFC No-(P-66) NCD/TSP/4/2015-16/dt.3/1 1/2015,
Copy 1a-

- The Principal & Dean, M.S. Ramaiah Medical College & Teaching Hospital, MSR Nagar,
MSRIT Post, Bangalore ~ 560054, Karnataka

2. Dr. Chandrakiran C, Professor & HOD, ENT,
MSR Nagar, MSRIT Post Bangalore — 560054

3. IRIS Section (2014 ~ 1279}

4. 8r.AO

5. Dr. Geetha Menon, Sci

M.S. Ramaiah Medical College and Hospitals,

sy 'n..
T A T ¢ o T R R e D R RN PETIR A /

5 RAMAIAH EDICAL | For Director-General
. _ A BN CALORE-RS 3
v Cﬂkna.‘u&m-uwﬁ COLLEGE, RANGAEINS g
il " E 3 SE

BT deudubopes" L {pugee | RCLPS
AeT-4 : ¢ o be
Yd- o ;i 1T B % FRIN:"!-"H ; ;
e IBEVRITENT  MSRammL AND DEAN

i b ik ﬂ!g::j t "."i.
& Feaching Hospital
Bangalgre - 260 054,



04
RAGAS  ON  ELECTROPH YS! OF e & STrecs
] {Rﬁu H:)

4t T Block, Jayanagar, Bangalore — 560 041

PROCEEDIHGS OF THE RAJIV GANDHI UHIVERSITY OF HEALTH SCIENCES
BANGALORE

Sub: Finaneial assistance for Rﬂs'f:a;_bh 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 16tk December 2015.

i 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 2!315;161 University had received 366 research proposals. The
Univcrsiﬁ 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
Expm'ts as. suggcstr::d by the concemned BOS PG chairpersons and ‘the Expert
Comm1tf.ee comprising of all the BOS PG chairpersons have scrutinized the
proposals and s_h_arﬂ.l;ated- 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 116h meeting held on 16& December 2015 has
approved to_éaﬁctibn the grant-in-aid as per the recommendations of Expert
Committee fo{-_l_s_g 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-83: 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. 5,10,000-00 (Rupees Five lakhs ten
thousand only) towards research . proposal “ASSESSMENT OF THE EFFECT OF

e [~

PRINCIPAL AND DEAN
M.S. Ramaish Medical Colleae

& Teaching Hospital
Bangalore - 560 D54



i

VARIOUS RAGAS OF INDIAN MUSIC ON ELECTROPHYSIOLOGICAL PARAMETERS
AND SALIVARY STRESS MARKERS - A RANDOMIZED CONTROL TRIAL” furnished
Dby Dr. Kirthana Kunikullaya U, Assistant Professor, Department of Physiology,
M. S. Ramaiah Medical College, MSR Nagar, MSRIT Post, Bangalore, Karnataka,
India - 560054 for the year 2015-16. The Grant-mn-aid will be released in the name
of Director of M. S. Ramaiah Medical Cﬂllegé, Bangalore 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 I:1vaaﬁgator.

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 purposé.

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 I+ installment is given. Balance of
15% shall be released after the Utilization Certificate for the money released
in the 27 instaliment is given. Remaining 10% will be released after the
submission of Project Report ta 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: 2
1 Total grant-in-aid sanctioned Rs. 5,10,000-00 s
2. First Installment (50%) Rs. 2.55,000-00 '
. Second Installment (25%)] Rs. 1,27,000-00
4, Third Installment (15%) Rs. 77,000-00
5. Fourth Installment {10%) Rs. 51,000-00

p—

4. The project shall be completed within 2 years from the time of rel_éa_;e of 1=t
instaliment of grant-in-aid. However, the University in deserving cases may
extend this time frame.

S. 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 Commitiee along with

Subject Experts shall reserve the right of inspection. T\“ i T8 (T
If_/f.-f' L]ﬁl (A")
PRIN

CIPAL AND DEAN
oA Ra_maia{.jg Medical Collepe
& Teaching Hospital
Bangalore - 560 n5a



7. All the details about the conduct of research activity aleng with documents
should be properly maintained by the Prineipal Investigator. He/She should
suhm;t such detaﬂs of research to monitoring committee ot to the University
whenever itis callcd for. CE A &

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 authohtxea regardmg the conduct of stud}r
should strictly be adhered to.

10.Research pl‘bjﬂct shall ‘be published in naﬂunal}mtemanunal indexed
journals a.fter the completion of the pro_]ect Dunng such puhhc&tmn it is
the duty of the Principal Invesfigator to acknnwledge the asmstam.c given by
the University as a source of funding for the research activity. |

1l.In case the’ Principal Investigator discontinues the research work under
unforeseen cucumstances the cu—mvast[gatar shall cnnhnue the research
work ‘and complete the project with the appruval of the Unm:rstty It is the
responsibility of the Prmmpal/Head of the [nshtutmn to ensure, in such
mrcumstance*; that the research is completed with the co-investigator of the
research project. |

12. It is the responsibility of the Principal/Head of the Institution and Principal
Invesugal:or to ensure that research work is completed within the stipulated
t'i_::_ne; :

13. The g:l‘ants re!eascd b_v the University shall not be utilized for the purpose of
purchase of eqmpments

14. The hanuranum for the supportive ‘staff, purchaaﬂ of mnsum;ahlcs tests
c:a.med outside the institution because of lack of mira_stmctural fac:lmes n
the mshtu_tmm travel grants for - attendmg conference for presentmg the

-rraearch work and for publication of papers in national / mdexed 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 cundiﬁoné mentioned above are not adhered fo 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 EEJ) A-)

P!‘\?{{ TFA
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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 msu:anc-:- schemes to meet any such adverse cventuaht}r as per the
dec:mon of Lhe IEC.

Further the Principal { Head of the Institution and Princi'p':.d Investigator has to
submit 2 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 SLNo.1 to 17 and stating that they will be abide by the conditions
stipulated in this orcler

Only after the teceipt 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, ROUHS (superscribing the
documents as (“R’&va.ﬁued BEEB;}IE?I .pm].:,nsa.l’“] either in person or by post on or
before 18w Ja.nuaijr 2016 w:i'i:hq_ﬁt ﬁliL Soft copies of these documents shall also
be sent to rguhsresearch@gmail.com before 18 January 2016,

Cheque has to be m]lected in Person at Advanced Rescarch Wing of RGUHS
after the intimation from the University and no representatives are allowed to
collect the cheque.

Advanced Research

To

L. Director, M. S. Ramaiah Medical College, MSR Nagar, MSRIT Post,
Bangalore, Kamataka India — 560054, j

Pt ]

2. Dr; _I{jr'ﬂlanakumlcullaya U, Assistant Professor, Department of Physioiog:{,
M. 8. Ramaiah Medical College, MSR Nagar, MSRIT Post, Bangalore,
Karnataka India — 560054 .

Copy to;

1. PA to Vice-Chancellor/Reégistrar /Finance Offi icer, RGUHS
2, Office copy.

QL ket @

PRINGUFPAL ANT DE;‘uN
M.S. Viedical Coliee
bd lﬂrm"p zinsrﬁ.::.l
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Title of project: ASSESSMENT OF THE EFFECT OF VARIOUS RAGAS OF INDIAN
MUSIC ON ELECTROPHYSIOLOGICAL PARAMETERS AND SALIVARY STRESS
MARKERS - A RANDOMIZED CONTROL TRIAL

Funded By RGUHS

Investigators: Dr. Kirthana Kunikullaya U, Dr.Vijayadas. Dr. Ia:sn Goturu, Ms,
Radhika Kunnavil, Dr. Prakash V S, Dr. N § Murthy

Total research grant requested. Give details of the break up along with
Jjustification for the grants requested.
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Rajiv Gandhi University of Health Sciences, Karnataka
4t T Block, Jayanagar, Bangalore - 560 041

FPROCEEDINGS 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 fi_nancial assistance for conducting of advanced research projects
for the year 2015-16. University had received 366 research proposals. The
University had earmarked Fs.5.00 crores in its buclget estimate for the year 2015-
16 for this purpose. In order to meet this expenditure the concernied Subject
Experts as suggested by the concerned BOS PG chairpersons and the Expert
Committee compnsmg of all the BOS PG chairpersons have scruﬁmzed the
proposals, and shortlisted them based oni the criteria set out by the University.
Such of the _prﬁ:_-p.os:a-ls which have fulfilled the norms have been recommended by
the Expe_lrt Committee for sanction of grants.

The Syndicate in its 116" meeting held on 16% December 2015 has
approved to één;:_tion the grant-in-aid as per the recommendations of Expert
Committee for 159 seélected proposals in medical, dental, pharmacy, ayurveda,
nursing, physiotherapy, allied health sciences and BNYS faculties for the yvear
2015-16.

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

ORDER NO. RGU: Adv, Res.:Pro

sal-M-EE_: 2015-16 DATE: 05-01-2016

Pursuant to the approval of the Syndicate, sanction is hereby accorded for
release of grant-in-ajd amounting to Rs. 6,00,000-00 (Rupees Six lakhs anly)
towards research proposal “Epidemiology of Disability among Elderly in an Urban
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and Rural area for Development of Feasible Model of Care - An Exploratory study”
furnished by Dr. Lalitha K Associate Professor, Community Medicine,

M S Ramaiah Medical College, Bangalore for the year 2015-16. The Grant-in-aid
will be released in the name of Director of M.S. Ramaiah Medical College, Bangalore
subject to following terms and conditions mentioned hereunder.

1. The Principal / Head of Institution® shall open a separale 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 1= installment is given. Balance of
15% shall be released after the Utilization Certificate for the money released
in the 27 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. 6,00,000-00
2. First Installment (50%) Rs. 3,00,000-00

3. Sccond Instaliment (25%) Rs. 1,50,000-00
7. Third Instaliment (15%) Rs. 90,000-00

5. Fourth Instaliment (10%) Rs. 60,000-00

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. =i

7. All the details about the conduct of research activity along with documents
should be properly maintained by the Principal Investigator. He/She shoul,

2




submit such details of research to monitoring committec 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
Jjournals 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 sourée 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

12, 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,

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 nafional / 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.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.

17.In research proposals involving clinical trials, if any untoward incidence
occurs, it is the responsibility of the Principal Investigator and the
Institution to deal with the same and the University will not take any
responsibility in this regard. The Principal Investigator is advised to enter
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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 Tnvestigator 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
condilions from S1.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 18™ 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 Advaneed Research Wing of RGUHS
after the intimation from the University and no representatives are allowed to
collect the cheque.

By order

iced Research
Ta

L. Director, M.S.Ramaiah Medical College, Bangalore

2. Br. Lahma K. Associate Professor, Community Medicine, M.S.Ramaiah
Medical College, Bangalore

Copy to:

1. PA to Vice-Chancellor/Registrar /Finance Officer, RGUHS
2. Office copy.
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13. Facilities in terms of equipment, etc, available at the institution for carrying
OUTTIE proposed research project. Give details of the equipnients available in
the institution for carrying out the research projeet.
The institution runs a separate geriatric clinic and provides geriatric services at
concessional rates. The centre has facility for providing cataract surgery at free of
cost which will improve the visual disability of the elderly. The institution has
bearing aid facilities, physiotherapy, labgratory facilities at concessional rates for
elderly.

14. Total research grant requested, Give details of the break up along with
justification for the grants requested.

51.No | Expense Head | Unit cost* No. | Subtotals
l of unit

L Honorarium
Honorarium for Medico-social worker — 2 one 2 *15,000* 6
for urban and one for rural area Medico-social months 1,803,000
worker

2. Investigations- Nil

E7 Presentation in National conference T

Presentation in National confereace R0,000 80,000
{Registration fees, TA /DA, etc., only for the PI
‘or Co-PI)

4. Publication of article
Publication of article in national/ntemational 20,000 20,000

| indexed journals'RGUHS journal

5. Contingencies (tike stationary, photocopying, local conveyance, ete.)

Sa. Stationeries and printing charges _ 85,000

Sh. | FGD meetings @ Rs 5,000 =4 i cach arca 40,000

¢. | Data management, printing of reports _ [ 80,000

5d. | Travel = [ Travel expense for monitoring @ | 500%4* 6= 84,000
conveyance | Rs. 500@ weekly once visit (4 12,000

visits per month) for 6 months for
Urban area

e 8 -
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Travel expense for monitoring 2000%4* 6 =
| @ Rs. 2,000 @ weekly once visit 48,000
{4 visits per month) for 6 months

for rural area

Travel allowance for medico 2.000%2%6 =
social workers @ Rs.2,000 pm for 24,000
2 MSW
Subtotals ' - T 5.69,000
Institutional administrative and overhead 28,450
charges @ 5% of total budget | ' :
Grand total 5,97.450

Five lakhs ninety seven thousand four hundred and fifty rupees only

15. Pusslbﬂity of Industrial applicability and technology transfer, wherever
applicable.
NO

16. Utility of the project for healthcare system.

The National prégrmmnﬂ for health care of the elderly The NPHCE is an articulation
of the International and national cnmﬁinngnts of the Government. But the
programme is still in initial stages. The findings of this. study. will help in
strengthening the health care for geriatrics in general and disability. in specific. This
will thmw hight on how the health care svs:e.m gan gear up to. pmw:ia need based

relevant genamc: services.

17. Potential of the project for fi iling Inteliectual Prnperty Rjghts, wherever
applicable. If Yes, guidelines of RGUHS with regard to IPR will be applicable. -
Nﬁ
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UNITED NATIONS INDUSTRIAL DEVELOPMENT ORGANIZATION

VIENNA INTERMNATIONAL CENTRE
PO BOX 300, A-1400, VIENNA, AUSTRIA
TELEPHOMNE; (+43 1) 260254837 FAX: {+43 1) 26026-6815  hitpfAwww.unido.org  E-mail: unldog@@unido.org

Ref: CMO/OSS/PROVAB Date: 20 July 2020

Subject: Amendment No. 3 to UNIDO Contract No. 3000040233
Provision of additional services for the training component of project
*Environmentally Sound Management of Medical Wastes”

Dear Madam/Sir,

I have pleasure in forwarding herewith by DHL two (2) originals of the UNIDO
Amendment no. 3 to the Contract No. 3000040233 of the above-mentioned project.

I would be grateful if you could sign, date and retum one original and retain the other
for your own records.

Please print the name of the person who signs each set of the Contract Amendment,

I am locking forward to receiving the above mentioned document at your earliest
convenicnece,

Yours sincerely,

Alessandia Bravin
Associate Progurement Officer
Procurement Services Division
Department of Operalional Support Services
Directorate of Corporate Management and Operations

GOKULA EDUCATION FOUNDATION
(RAMAIAH MEDICAL COLLEGE & HOSPITALS)
Attn.; Medha Y, Rao

MSR Nagar Rd Extension, M 8 R Nagar,

Mathikere, Bengaluny,

Karnataka 560054,

India - I
Tel.: +91-80-23605190 / 23601742 /23601743 / 23605408 w&]/() L] p Cf f\J
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Amendment No. 3

UNIDO Coniract No.: 3000040233
UNIDO P.O. No.: 3000040233,
3000040234, 3000071414, 3000082262
Project No.: 104160

AMENDMENT NO. 3
o
CONTRACT No. 3000040233

between

THE UNITED NATIONS INDUSTRIAL DEVELOPMENT ORGANIZATION
(UNIDQ)

and

GOKULA EDUCATION FOUNDATION
(M.S. RAMAIAH MEDICAL COLLEGE)

for the provision of services relating to the

TRAINING COMPONENT OF THE PROJECT “ENVIRONMENTALLY SOUND
MANAGEMENT OF MEDICAL WASTES IN INDIA™

This Amendment Mo. 3 to Contract No. 3000040233 and its Amendments No. | and No. 2
{collectively hereinafter referred lo as “the Contract™) is entered inlo between the UNITED
NATIONS INDUSTRIAL DEVELOPMENT ORGANIZATION (hereinafter referred to as
“UNIDO™) and GOKULA EDUCATION FOUNDATION (M.5. RAMAIAH MEDICAL COLLEGE)
(hereinafter referred to as the "Contractor™), jointly referred to as the “Parties” and individually as the
“Party”, for the following reasons:

»  To increase the scope of the contracted services by expanding mainly Components No. 2, 3
and 5 with a specific focus on COVID-19 wastes;

*  To supplement Annex C of the Contract (Terms of Reference dated 10 December 2016} and
Annex A of Amendment No. 2 (Terms of Reference dated 24 May 2019} with the Terms of
Reference dated 21 May 2020 (Annex A hereto), which shall form an integral part of this
Amendment No. 3;

»  To supplement the Contractor’s Proposal for the Contract with the Contractor’s follow-up
proposal for Amendment No. 3 submitted via e-mail on 28 May 2020. The Contractor's said
follow-up Proposal, although not attached hercto, is made & part hereof by way of reference;

»  Conscquently, to increase the Contract Price by United States Dollars one hundred eleven
thousand eight hundred sixty-two (111,862.00 USD), therefore from United States Dollars
one million forty-one thousand seven hundred ninety-seven (USD 1,041,797.00) to United
States Dollars one million one hundred fifty-three thousand six hundred fifty-nine
(1,153,659.00 USD).

»  Toextend the completion of the Contractor's Work until end of February 2021;
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2=
NOW, THEREFORE, the Parties hereto mutvally agree (o amend the Contract as follows:

Paragraph 1.01 of the Contract is hereby supplemented with the following provisions of Paragraph
1.01 — Synapsis:

1.01 Synopsis
The aim of this Contract Amendment No. 3 is to increase the scope of the contracted

services, as detailed in the Terms of Reference, attached hereto as Annex A.

Paragraph 2.02 of the Contract is hereby supplemented with the following provisions of Paragraph
2.02 — Contractor ‘s Services:

2,02 Contractor's Services
For the performance of its obligations under this Amendmem Wo. 3, the Contractor shall
make available sufficient work-months of personnel services in line with its follow-up
Proposal for this Amendment.

Paragraph 2.04 of the Contract is hereby supplemented with the following version of Paragraph 2.04
- Commencement and Completion of the Contractor's Work

204 Commencement and Completion of the Contractor's Work
With regard to this Amendment No. 3, the Contractor’s Team shall be in the Project Area and
commence performance at the earliest possible date and shall complete all work no later than
end of February 2021.

2.09 - Reportis:

2.09 Reports
With regard to this Amendment No. 3, the following reports shall be submitled by the

Contractor in English language in one hard copy and in electronic format compatible with
MS Word and PDF to Ms. Erlinda GALVAN, Associate Industrial Development Officer and
Project Manager, E.Galvan i unido.ore; with a copy to Ms. Alessandra BRAVIN, Associate
Procurement Officer, A Bravin v unido.ory.

a) Progress Report No. 1 related to Amendment No. 3
A Progress Report No. 1 related to Amendment No. 3, as detailed in paragraphs I

and V of the Terms of Reference (attached hereto as Annex A), shall be submitted no
later than end of September 2020,

b) Proyress Report No. 2 related to Amendment No. 3
A Progress Report No. 2 related to Amendment No. 3, as detailed in paragraphs I

and V of the Terms of Reference (attached hereto as Annex A), shall be submitted no
later than end of November 2020.

c) Final Report related to Amendment No. 3

Terms of Reference (attached herelo as Annex A), shall be submitted no later than
end of February 2021.
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All above Reporis shall include sufficient information for UNIDO to determine the extent of
the work carried oul at the Coniractor’'s Home Office by the personnel referred lo in
paragraph 2.03 a) of the Contract, Wo invoice submitted for payment, pursuant to the
stipulations of paragraphs 4.01 and 4.04 hereinafter shall be paid by UNIDO unless the
relevant reports submitted by the Contractor and/or other information as may be available to
UNIDO confirm that satisfactory progress has been achieved also in the performance of the
work at the Contractor’s Home Office.

Paragraph 4.01 of the Contract is hereby replaced in its entirety by the following version of
FParagraph 4.01 — Coniract Price:

4.01

Contract Price

UNIDO shall pay the Contractor for the full and proper performance of his obligations under
the Contract, including this Amendment No. 3, the sum of United States Dollars one million
one hundred fifiy-three thousand six mmdred Afty-nine (1,153,659.00 USD). Payment of this
sum shall be made in the currency and in the pro-rated amounts hereinafter set forth. This
sum shall cover all expenses incurred by the Contractor including, but not limited to:
salaries, tmavels, subsistence allowance, indemnities, social charges, overheads, techmical
assistance and supervision cosls,

Paragraph 4.02 of the Contract is hereby replaced in its emtirety by the following version of
Paragraph 4.02 — Contract Ceiling,

4.02

Contract Ceiling
The Contractor shall not do any work, provide any materials or equipment or perform any

services which may result in any charges 1o UNIDO over and above the said sum of United
States Dollars one million one hundred fifty-three thousand six hundred fifty-nine
{1,153,659.00 USD) without the prior written consent of UNIDO and a formal amendment to
this Confract.

Paragraph 4.03 of the Contract is hereby replaced in its entirety by the following version of
FParagraph 4.03 — Currency of Payment;

4.03

Currency of Pavment

The total Contract Price inclusive of this Amendment No. 3, of United States Dollars one
million one hundred fifty-three thousand six hundred fifty-nine (1,153,659.00 USD) shall be
paid in this currency.

Paragraph 4.04 of the Contract is hereby replaced in its entirety by the following version of
Paragraph 4.04 — Progress Payments:

4.04 Progress Pavments
Progress payments on account of the Contract Price, inclusive of this Amendment No. 2, set
forth in paragraph 4.01 shall be made against the Contractor's invoices rendered as follows:
a) upon UNIDO’s receipt of the Contract dul:,r
countersipned the sumof.. .. ........ TP 87,077.50
{ALREADY PAID]
. AN LR U r A N \
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b)

d)

g

h)

i)

n

Amendment Mo, 3 - Contract No, 30

-

upon UNIDO's receipt and acceptance of the Contractor's
First st of Progress Reports referred to

in sub-paragraph 2.09 a) of the Contract,

11T T ] SO e i e LR

upon LINIDO's receipt and acceptance of the Contractor's
Second set of Progress Reports referred to

in sub-paragraph 2.09 b} of the Contract,

the UM OF oo rnssree s nmerss e s ces bbb araas

upon UNIDO's receipt and acceptance of the Contractor's
Third set of Progress Reports referred to

in sub-paragraph 2.09 c) of the Contraet,

the SUM Of. e eeeneni s s s

upon UNIDO's receipt and acceptance of the Contractor's
Final Report and Audit Reporis referred to

in sub-paragraph 2.09 d) of the Contract,

the SUM OF oo

upon UNIDO's receipt of the Contract Amendment No. 2
duly countersigned, and

upon UNIDOQ's receipt and acceptance of the Contractor's
First set of Progress Reports related to Amendment No. 2
referred to in sub-paragraph 2.09 a) of Amendment No. 2,

upon UNIDO's receipt and acceptance of the Contractor’s
Second set of Progress Reports related to Amendment No.
referred to in sub-paragraph 2.09 b} of Amendment No, 2,

the sum of ..

upon UNIDO's receipt and acceplance of the Contractor's
Final set of Progress Reports related to Amendment No. 2
referred to in sub-paragraph 2.09 ¢) of Amendment No. 2,
T BIMNIOE o i mmsr s e satiy

upon UNIDO’s receipt of the Contract Amendment No. 3
duly countersigmed, and

upon UNIDO's receipt and acceptance of the Contractor's
Progress Report No. 1 related to Amendment No. 3
referred to in sub-paragraph 2.09 a) hereinabove,

the s 0F i e

upon UNIDO's receipt and aceeptance of the Contractor's
Progress Report No. 2 related to Amendment No. 3
referred to in sub—parag;raph 2.09 b) hereinabove,

the sumof ..o T e P T

) |
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217,693.75
[ALREADY PAID|

174,155.00
[ALREADY PAID]

174,155.00
[ALREADY PAID|

217,693.75

59,857.70
[ALREADY PAID]

68,408.80
[ALREADY PAID]

42,755.50

39,151.70

44,744.80



5.
m) upon UNIDO's receipt and acceptance of the Contractor's
Final Report related to Amendment No, 3
referred to in sub-paragraph 2.09 ¢} hereinabove,

R et e R T 27,965.50
Grand Total: USD 1,153,659.00

The making of any pavment hereunder by UNIDO shall not be construed as an unconditional
acceptance by UNIDO of the work accomplished by the Contractor up 1o the time of such

payment.

This Contract Amendment No. 3, inclusive of Annex A, shall be deemed to be effective from the date
of ils signature by both Parties.

All other terms and conditions of the Contract shall remain unchanged and in full force and cffect.

[N WITNESS WHEREOF, the Parties hereto have executed this Amendment No. 3 to the Contract.

GOKULA EDUCATION UNITED NATIONS INDUSTRIAL
FOUNDATION DEVELOPMENT ORGANIZATION
(M.5, RAMAIAH MEDICAL COLLEGE)
L.- C:.tj:}-" E #J{_F" T " F .--'—""_-_i_ P, - _I ‘::_3 .4
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Dr. Medha Y Rao A
(pl'i_l'lt ﬂﬂmﬂ] Principal & Dean, & / /W s. Fatou Haidara

M. 5. Ramaiah Medical College, £/ Managing Director

Directorate of Corporate Management

 Eal b% pil "y TYE A : 2 ¢ ;
: " A N and Operations and Director ad interim

b , : s Department of Operational Support Services
MSR Nagar Kd Exicnsion, M § R Nagar, UNIDO
Mathikere, Bengaluruy, P.0O. Box 300
Karnataka 560054 A-1400 Vienna
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Annex A
Ref.: Amendment No. 3 to
TR Contracl No. 3000040233

UNITED NATIONS INDUSTRIAL DEVELOPMENT ORGANIZATION

TERMS OF REFERENCE
AMENDMENT 3 of Contract 3000040233

For provision of additional services for the training component of project
“Environmentally Sound Management of Medical Wastes”
SAP ID 104160, Grant 200000252

The Project

The Terms of Reference (TOR) is cstablished to further those activities to be undertaken by the contractor for
the GEF project “Environmentally Sound Management of Medical Wastes in India”,

I. THE SCOPE OF THE PROPOSED CONTRACTED SERVICES

The Terms of Reference (TOR) sets out the responsibilities of the contractor (Gokula Education
Foundation/M.S. Ramaiah Medical College, India) to underimke projoct activities in addition to Contract
300040233 and its Amendment 2 signed in 2016 and 2019 reapectively covering training necds assessment
(Component I), development of training documents, guidance manuals and awareness campaign materials on
medical waste management and develop medical curriculum and training modules on medical waste
management (Componenr 2); implementation of traiming programmes on medical waste management
(Component 3); assessment on the influence and effectiveness of the training model systems (Component £);
community awareness generation programme in model districts (Component 5) and training on usage of
MICrowave Sysiems, assessment on collection/segregation efficiency and operationalization of the BAT/BEP
interventions (Component 6).

The sudden outbreak of COVID-19 pandemic has engulfed the whole world and India as the second populous
country in the world is no exception. There have been nearly 4.9 million confirmed COVID-19 infected cases
in 216 countries, areas and territories across the globe. In India alone has a confirmed COVID-19 case of
101,139 and deaths of 3,163 as of 19% May 2020. The COVID-19 crisis has led to a significant increase in
infections thus also increase in medical wastes gencration, According lo information gathered in the §
participating States, there is already an increase of 12% in generated medical waste due to COVID-19. To
contribute in the emergency plan of India, preparation of guidelines, protocols and training materials for safe
management of COVID-19 waste as well as continuous training and awareness raising to include COVID-19 is
of importance. Due to this emergency and based on the sipnificant impact of the training programme that the
contractor has created with the beneficiares and stakeholders in the application of training and training
materials provided under the project, it is recommended that additional traming related activities should be
undertaken by the contractor as follows:

a) In line with Activities 1, 5 and § of Component 2 of the initial contract, the Contractor will produce soft
copies of Kannada translated version of Standard Operating Procedurss (SOPs), training guidance
manuals for integrated medical waste management and training materials as well as their distribution to

Amendment 2 of contract
TOR for training component - medical waste India
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all HCFs (project and non-project HCFs including public, private, railways and defense, others) in the
model district of Kamnataka. Master copy of the translaied materials in other vernacular languages will be
shared accordingly to other 4 participating States for their local production and distribution,

The Contractor will also compile (in pen drives) all SOPs, raining guidance manuals, training materials
and video on biomedical wasie management inclhuding COVID-19. Fach participating States will receive
e-copies of the above materials in English, Hindi and vermacular languages for mass distribution to HCFs
and other relevant stakeholders.

b) In line with Activity 3 of Component 3 of the initial contract and Component 5 of Amendment 2, all
HFCs including the non-project HCFs from public, private, railways, defense, others in the model district
of the 5 participating Stales will be trained by the Contractor where outcome of the Master Trainers’
training undertaken in other HCFs will be presenied in a participatory manner. This will create sound
biomedical waste management systems in the model districts.

¢) Training manual including COVID-12 will be developed and training conducted for project Common
Biomedical Waste Treatment Facility (CBWTF) in 5 participating States in accordance with Biomedical
Waste Mznagement (BMWM) Rules 2016 and its amendments.

d) Inclusion of a chapter covering the environmentally sound management of COVID-19 wastes in SOPs,
guidance manuals and training materials.
The scope of work will include, but not limited, to the following dctivitics:
' Activities  Timefrsme |
1. | Prepare a chapter for inclusion in guidance manual covering the best '
environmental practices and best available technigues (BAT/BEP) in the

management of COVID-19 wastes in English as well as an exclusive
handbook on SOPs md dlﬂnhuﬁed across project States

2 Prepare training materials (pamph]cls, posters and bouklcts} with

illustrations explaining the best cnvironmental practices for the

management of COVID-19 wastes

3. | Produce sofi copies of Kannada translated version of SOPs and treining
materials on COVID-19 and distribute to all HFCs (project and non-project
including public, private, railways and defense, others) in the model district
oi' Kmmlm_

4. Prepam e-copies {m pen d.m'es} of all SOPs, guidance manual and Lrsmmg Months 1-6
| materials including COVID-19 in English for distribution to participating
Smws

5. Cumiunllh:tmmngmngrmmc umludmgmpmmnm‘v’m .19 for aﬂthe
| HCT's (project and non-project) including public, private, railways, defense,
others in the model district of participating States in order to establish
model systems on integrated !nnmuin:a] waste management

6. | Collaborate with m‘hnml—mtmatmnal technical experts in the development
of guidance manual on integrated biomedical wasie management for
CBWTFs in accordance with the BMWM Rules of 2016 and its
amendm:nls |

.—n— S

T. | Conduct training workshop for CHWI'Fs pca‘mm] in I:hc mudcl district of

| G e B
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II. GENERAL TIME SCHEDULE

The subcontract will start upon signature of UNIDO and the Contractor for a period of 6 months. The total

costs of the subcontract will be paid in & series of payments against set milestones. These milestones will be

represented by (2) signature of the subcontract; and (b) delivery of formal reports on set milestones, including
as annexes, the activity progress reports of the contractor, its national experts and subconiractors.

A total of three (3) payments will be made by UNIDO. The amounts to be transferred at each payment have
been assessed according to the phasing of project activitics as set out in the table below:

' Description Amount in USS [ Time Schedule |

11— -— e — — -

1% payment 35% | Month 2

1

upon delivery and acceptance by UNIDO of Progress Report 1

required for Activities 1-4
2* payment: 40% Month 4
upon delivery and acceptance by UNIDO of Progress Report 2
required for Activities 5-7 |
Final payment: I 25% Month 7
Upen delivery and acceptance by UNIDO of the:
| - Final Report comprising of:

- Summary of activities undertaken under the subconiract

- Final Financial Audited Report

L - —

The Contractor shall submit 1o UNIDO audiled financial statements with respect to the GEF resources received
from UNIDO under this ToR, indicating expenscs incurred and their compliance with the ToR budget, and
enclosing supporting documentation.

II. PERSONNEL IN THE FIELD

The Contractor shall provide personncl including technical and support staff exclusively for this project. The
key personnel to be cngaged in this contract must have the following qualifications Jexperience:

- Post graduate degree in Medicine /Environmental Sciences! Environmental Engincering/Microbiology/
Life Sciences/ Public Health / Hospital Administration or any other interdisciplinary subject
- Minimum 3 years of experience in implementation of Bio Mcdical Waste Management and Handling
Rules
- Experience in implementation of training programmes for the stakeholders of Biomedical Waste
Management
- Experience in Communication and dessimination of Information, Information Technology.
Iv. LANGUAGE REQUIREMENTS
The working and reporting language of the contract is English.
V. DELIVERABLES

Reponsfmmhnissionmh‘ﬂmoshmﬂﬂbepmpﬂedinfngﬁshmdbemadcawﬂnhl:inbutbhwﬂmpymd
clectronic formats. The contractor will be responsible for compiling the reports of the national experts and
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subcontructors it engages to undertake any of the activities set out ahove. The following are the deliverables:

Activities
Progress Repore 1:
Inclusion of COVID-1% in

SOPs, guidance manual
and (raining materials

. Progress Report 2:
Training programme
including COVID-19 to
HCFx in madel disiricts of
participating States
Development of guidance
manual for CEBMWTFs
and training of personnel

Dellverables

Chapler on managemenl of COVID-19
wasies

Tramning materials on COVID-19

Soft vopies of 50Ps, and training materiala
in Kannada version

E-copies of SOPs, guidance wmanual,
training materials including COVID-19 in
English for disiribution to participating
States

Workshop procesdings

List of trained HCFs (project and non-
praject) including public, private, railways,
defense, etc.

Training reports
Guidance manual for CBMWTF=

Final report

- Summary of activities
umdertaken under the
subcontract

= Audited financial
statement

VL

Summary of activities undertaken including
EMNEXES
final financial audit statement

EQUIPMENT COMPONENT

The contract does not include supply of equipment.

Amendment 3 of contract
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Payment

1* payment

2™ payment

2 payment
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Rajiv Gandhi University of Health Sciences, Karnataka
4t 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 1]16% meeting held
on 16% 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
ﬁpemuwmdwmcmmmdﬂﬂsmmmdthem
Committee comprising of all the BOS PG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the University.
Sud:nfﬂ:epmpoa?alswhimhmﬁﬂﬁucdthznmshmebnmrﬂmmmmd:dhy
the Expert Committee for sanction of grants.

The Syndicate in its 116% 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-PT-362:2015-16 DATE:07-01-2016

Pursuant to the approval of the Syndicate, sanction is bereby accorded for
release of grant-in-aid amounting to Rs. 50,000-00 (Rupees Fifty thousand only)
towards research proposal “Should physical activity questionnaires includes

L),
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Information on stair climbing?-A mixcd methods study” furnished by Dr. V. 1
Sundar Kumar, Assistant Professor, M S Ramaiah medical College, Bangalore for

the year 2015-16. The Grant-in-aid will be released in the name of Principal of M S

Ramaiah Physiotherapy College, Bangalore subject to following termns 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 Ist
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 2+ 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 Taotal grant-in-aid sanctioned Rs. 50,000-00
2. First Installment (50%) [ Rs. 25,000-00
3. Second Instaliment (25%) Rs. 13,000-00
3. Third Installment (15%) Rs. 7,000-00
5. Fourth Installment (10%) Rs. 5,000-00

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

S. 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

2 Pq,cf?@(’c(( ‘\)
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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,

I1.In case the Principal Investigator discontinues the research work under
unforeseen circumstances, the co-investigator shall continue the research
work .';md 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 Institution 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 thc completion of the project the entire project report shall be
submitted to the University and will become property of the University.,

16.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 acton.

17.In research proposals invelving clinical trials, if any untoward incidence
occurs, it is the responsibility of the Principal Investigator and the
Institution to deal with the same and the University will not take any
responsibility in this regard. The Principal Investigator is advised to enter

M-S Raiis
na

YAmaich Medja
& Teaching He,
Hangalope - S0

o))

PRINC| PAL AN

DEAN
ﬂl: {.‘"h ] ngﬂl
i)

5



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 SLNo.1 to 17 and stating that they will be abide by the conditions
stipulated in this order,

Only after the reccipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiatéd. 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 18% January 2016 without fail. Soft copies of these documents shall also

be sent to rguhsreésearch@gmail.com before 18t January 2016.

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

i.a

By order 2
(ol
Advanced Research
To
1. The Principal, M S Ramaiah Physiotherapy College, Bangalore
2. Dr. V. Sundar Kumar, Assistant Professor, M S Ramaiah Medical College,
Bangalore
Copy tw:

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

fii.

iv.

Amount of grant-in-aid asked for (details are to be furnished in Section B)

Honorarium for Staff
(Upto 30% of the
total project cost)

Cost per test done
ouiside (in case il the
concerned tests are
noi done in the
institutions)

Fresentation in National
conference
(Registration fees,
TA IDA, etc., only
for the PI or Co-P)

Publication of article in
national/international
indexed
Jjournals/RGUHS
Joumal

Contingencies (like
stationary,
photocopying, local
conveyance, etc.)

Total

1 Year gl year
30,000 Nil
Nil Nil
25,000 Nil
50,000 Nil
15.000 Nil
1,20,000

Institution responsible for the research project

M.S. Ramaish Medical College & Teaching Y&ﬂ;

Name of'the

Principal/Director

Postal address
Telephone

Dr. A.C.Ashok

Hospitals

Total
30,000
LS, ¢
Nl )
25000 [ {500

50000 pif /

15,000 2 Q,0v

120000 § ©, 00

MSRIT Post, MSR Nagar, Bangalore - 560054

Tel: {}Eﬂ-ﬂﬁﬂ 519071742 /1743
Mobile No.9341238027
FAX No.080 23605100

E-mail: msimedical@gmail.com;




DeVinnvak V' Malka Conlidential

CLINICAL TRIAL AGREEMENT
Protocol # MY L-Ier 3061

This Clinieal Trial Agreement (Apreement™) between

INC Research UK Limited with registered olhices located in the Unpited Kingdom at Riverview,
The Meadows Business Park, Station Approach, Blackwater, Camberley, Surrey GUIT 9AB, UK,
including its affiliates, subsidiaries, and specifically its parent company INC' Research, LLC
(hereinafier “INC Research™)

and

M 5 Ramaiah Medical College and Hospitals, with a place of bosiness at MSRIT Post, new Bel
Road, Bangalore-560054, India (*Institution™) -

and

ey

Dr.Vinayak ¥ Maka with a place of business at M 5 Ramaiah Medical College and Hospitals,
with o place of business at MSRIT Post, new Bel Road, Banpalore-560054, India {'“i‘rin::ipali-
[Investipator) '
" %

7 o

WUl s a8 a0

When signed by all parties, is effective as of date of last signature.

By separate agreement, MY LAN GmbH with a principal place of business al Thurgaverstrasse e
BO50 Zurich, Switzertand (“Sponsor”™) has engapged INC RESEARCIH, LLC, a contract rﬁsuan.h -
organization, with a principal place of business in the United States ot 3201 Beechleaf Court, Suite 600,
Raleigh, NC 27604-1547 USA acting as an independent contractor, to act on behalf of Sponsor for the
purposes of transferring certain obligations in connection o this Agreement, said obligations including -
negotiations and execution of the Agreement and payment administration of grant amounts deseribed
hercunder.

Sponsor wishes lo support a clinical (rinl entitled *A MULTICENTER, DOUBLE -BI)]_ND
RANDOMIZED, PARALLEL-GROUP, PHASE Il STUDY OF THE EFFICACY éN
SAFETY OF HERCULES PLUS TAXANE VERSUS HERCEPTIN® PLUS 'I'AXI‘LNE ﬁ%
FIRST LINE THERAPY IN PATIENTS WITI HERZ-POSITIVE METASTATIC BREAQJ
CANCER” (“Protocol”™) to be conducted at Institution and to involve Trial Subjects (“Trial™). .—.

PN 1-. T
I
7T MR A

%

The parties agree as follows:

SO0 aNCES SYRIN PITIO
e

LTS ™ SO

-‘H‘I"""
J

1. Investigators and Research Staff.

1.1 Principal Investigator. The Principal Investigator will be responsible for the dy‘ﬂ::l;w DI}. .f£ B
the Trial in accordance with applicable Institution policies. A,

By a2 ‘*‘»& A
1.2 Subinvestigators and Research Staff. Instilution and Principal Investigator will i urg b
that only individuals who are appropriately trained and qualified assist in the condnet of

the Trial as subinvestigators or research s1afT, E -~

L
o

1.3 Obligations of Institulion and Principal Investigator.  Institution and:. Prihﬁjpﬁl
Investigator are responsible to Sponsor for compliance by all Trial personnel with. the
terms of this Agreement, Institution and Principal Investigator will ensurg thatany = -
personnel who assist in the conduet of the Trial are informed of and agree to abide By all -
terms of this Agreement applicable to the activities they perform, I|1~:t|tut||:rriI will
determine which of the obligations in this Agreement it will delegate to Pnnmpﬂj

MY LAN GmbH: MY L-Her 30H

Clinjesl Trial Agreement Page 1 024
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PRINCIPAL AND DEAN

M5, Ramaial Medical College
I.LL ‘-1‘Lq,.“..1 ,"' nﬂ":nqlﬂl ‘
Bpnaplore - S50 081

FL I )
> gt




e Ninaval ¥V Maka

1'n||||||nl|i.'l|

In the event that the parties execute this Agreement by exchange of clectronieally signed copies or
facsimile signed copies, the parties agree that, upon being signed by both parties, this Agreement will
become effective and binding and that facsimile copies andfor electronic signatures will constitute
evidence a binding Agreement with the expectation that original documents inay later be exchanged in

good faith.

Apreed (o and Accepted:

INSTITUTION

By: Zcr;'-ﬁ'l"' *—-—-f‘-"\(.}zf_ﬁ___,_,_,.-r.

INC RESEARCH UK LIMITED

Signature

D D.C.Sundaresh

Printed Name

PRESIDENT — MSRCRC

By: n% ﬂd

Signnlllf?f
K.O\Lf Lacmder

Title

(V2 2O 4
Date '

PRINCIPAL INVESTIGATOR
PrUPS
By: \jjbjj"'

Printed Name

1+ Cc
Title

2 F MOV 2e )y

Signature

. Vinayak ¥V Maka

Printed Name

Associate prof. Medical Oncology

Title
29 NOV - 201y

Date

MYLAN Gmbl] MY1-er 3001
Clineat Trinl Agrecmen

Date

he )9
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CLINICAL TRIAL AGREEMENT
{"Agreement’)

belwe'g'{i_" i
. ;\.' Boehringer Ingelheim [ndia Prjivate Limited
0\ 1102, Hallmark Business Plaza, -
Gurunanak Hospital Road, 'L“,""
Bandra (East), Mumbai- 400051 - o
VAT-ID-No. 27310359308V.. Taxpayer Ident. No.. MUMB12332F “fhorised Slgnatory
("Sponsor) Bandra (E) Branch

And

M.5. Ramaiah Medical College & Hospitals,
MSRIT Post, New BEL Road
Bangalore-560054, Karnataka, India
{"Institution")

And

Dr. Uma Maheshwari
Department of Respiratory Medicine,
M.5. Ramaiah Medical College & Hospitals,
MSRIT Post, New BEL Road
Bangalore-560054, Karnataka, India
{"Investigator™

RECITALS

WHEREAS, Spensor, a research-driven pharmaceutical company, is sponsoring and conducting a
clinical trial of [Tiotropium + olodaterol fixed dose combination inhalation solution-
RESPIMAT®] ("Investigational Product’) according to the Clinical Trial Protocal for Bl Trial No. [BI
1237.19] including all documents attached thereto and referenced lhersin ("Protocol’) entitled “[A
randomised, double-blind, active-controlled parallel group study to evaluate the effect of 52
weeks of once daily treatment of orally inhaled tiotropium + olodaterol fixed dose
combination compared with tiotropium on Chronic Obstructive Pulmonary Disease (COPD)
exacerbation in patients with severe to very severe COPD. [DYNAGITO]]" as amended (BI
1237.19), incorporated herein by reference and provided to Institution andfor Investigator by the
Sponsor under separale cover in the regulatory document package; and

WHEREAS, Sponsor seeks to engage the services of Institution and Investigator to carry out the
Tral in accordance with the Protocol: and

WHEREAS, Instilution operates a facility engaged in research activities and services including the
creation, implementation and documentation of clinical research, testing and tdals and desires lo
participate as a site for the conduct of the Trial, as contemplated by this Agreement; and

WHEREAS, Investigalor is engaged in medical research on behalfl of Institution and desires to
parlicipate in and serve as the principal Investigator on behalf of Institution and to conducl clinical
investigations as part of the Trial, as contemplated by this Agreement,

| |

) i [r

fgine,

PRIMOIFAL
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Ban

NOW, THEREFORE, Parties hereto agree as follows:

7,
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33 WHEREOF, (0, Parlies haye execuled this Agreemen in three [3] ariginals by their
athorized refresantatives

Boehringer Ingelheim (1i5 Pl Litd

v Moo

Name: Dr, Vira Suvarna
Title: Medicg) Director
——=1tal Director

Date: 22/ 14 ey
By: TEJ L\r

Name: Thomas Wilmesmeier ANBLE 77
Title: Finanee Director B N \
lief oF =1
f I'_f.; = 'a. J_ﬁ'l |
Date; AlAx 144 Stamp: '.1'\: \ 8% )5
% ,1'-'_-'}“'-—- 3 :’\‘: =
- T
INSTITUTION

By: \_‘G‘C =

Name: ___ Dr. D.C. SUNDARESTT

Title: PresiodS fiimsply Hinjsq) CoBsES e Centre
Date: “:! ,gé’_ﬁﬂ & e { : Stamp:

INVESTIGATOR:
By: /Cﬁuw: Aer hoiice. . £
0%
Name: Dr Uma Maheshwari K > E_; gt
Lh

;
; OZ? P& e f’f 3 AR Asojesdeay
Ot Stamp; TTHDE 0N Bay ey {:”En_!a Mahegway, 1
| L L ﬂ{ 2

T . =& No, 4081
o HEMSaYL ew J : 81
| W g ﬂ?!;]nm‘u:,— :.[u,:h.m;
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ICIFAL AND DEAN

EiRSI Rgm: a1 Medical College
S Teaching iHospital
Bangaiore - 560 054.




'
8o
]

P,

CLINICAL TRIAL AGREEMENT

THIS AGREEMENT is made and entered into effective as of “1-DELC-01
{hereinafter "Effective Date") by and between BRISTOL-MYERS SQUIBB INDIA PRIVATE LIMITED,
a company incorporated under the Companies Act, 1956 having Its registered office at 1st floor, "A"
Block, Shiv Sagar Estate, Dr, Annle Besant Road, Worll, Mumbsal - 400 018 (hersinafter "SPONSOR"),

Gokula Metropolis Clinical Research Centre,
M.S. Ramaiak Memorial Hospital, New BEL Road, MSRIT Post, Bangalore-560054

a profit corparation in KARNATAKA of Gokula Metrepolis Clinical Research Centre, )
M.S. Ramaiah Memorial Hospital, New BEL Road, MSRIT Post, Bangalore-560054, India
{hereinafter "INSTITUTION ). i

And

Dr. B.S Satyaprakash
Prof. & Head, Dept. of gastroenterology,
M.5. Ramaiah Memorial Hospital, New BEL Road, MSRIT Post, Bangalore-560054
[Herein referred to as "Principal Investigator”]

RECITALS

WHEREAS, SPONSOR conducts business in the research, development, manufacture and salé of Q

pharmaceutical, nutritional and healtheare products, and
@ 0
WHEREAS, SPONSOR desires INSTITUTION and Principal investigator to conduct a clinical 1al€ 5 5 g
and INSTITUTION and Principal Investigator desires to conduct same, said trial being entitied: i % h ﬁ
E. c
Study Title: Randomized, Observational Study of Entecavir to Assess Long-term Outcofhesi 'ﬁ & 1
Associated with NucleosidefNucleotide Munutherapy for Patients with Chronic BUE 2
' Infection: The REALM Study B ‘;,", ok
E2en
i
Protocol Number: AI463-080 B E'ﬁ
¥ B
{said study, as it may be amended or supplemented from time to time in accordance with*;'?rrh;s 7

agreament, herginafter referred to as the "Study”) and

'“i-g.

WHEREAS, SPONSOR has contracted with PPD PHARMACEUTICAL DEVELOPM
PRIVATE LIMITED (hereinafter “CRO") to coordinate andfor perform certaln activities req
conduct of the Study.

73
=

g . LFed
o B2 NS
NOW, THEREFORE, subject to the terms, conditiors and covenants hereinaftar‘;”‘get{fﬁrtﬁ, mo
INSTITUTION, Principal Investigator and SPONSOR agree as follows: - % e
@

3 23

3 i
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BMS-Tri-partite CTAg (with Ihstitution & Investigator) (with CRO) India Template dated 15-Dec{2608 :*‘E f;:; :;1
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{f) Principal Investigator and INSTITUTION may not use the Technology for any purpose
other than performance of the obligations required by the Protocol, as set forth in this Agreement and
the Protocol. Principal Investigator and INSTITUTION shall allow only those people directly involved in
the conduct of the Study access to the Technology. SPONSOR agrees to provide Principal Investigator
with maintenance and repair service for the Technalogy during the Study. At no time shall Principal
Investigator and INSTITUTION attempt to repair, fix or correct any errors of technical problems related
to the Technology.

IN WITNESS WHEREQF, Principal Investigator, INSTITUTION and SPONSOR have caused this
Agreement to be executed in multiple counterparts by their duly authorized representatives.

BRISTOL-MYERS SQUIBE INDIA
PRIVATE LIMITED

GOKULA METROPOLIS CLINICAL
RESEARCH CENTRE, M.S.RAMAIAH

MEMORIAL HOSPITAL, BANGALORE
By Mr, Alok Sonig By:

C‘;‘L P -—:"i_-"'L" e
Title:_M.D. BMS INDIA
& » PEL -0

Ttle:__ Vead Q ﬂwm.

Date:

Date: 12 Nev 04

Permanent Account Mumber: AACCP1414L%

I HAVE READ AND UNDERSTAND THE ABOVE AGREEMENT
AND AGREE TO ABIDE BY THE TERMS THERECF:

Snolloliz —

Dr. B.S Satyaprakash
PRINCIPAL INVESTIGATOR

1xn]eg

Dale

ACKNOWLEDGED BY PPD PHARMACEUTICAL DEVELOPMENT INDIA PRIVATE LIMITED

Name: Jireniid Klatn
T T i
Mgt .;u‘-ﬁah-.'-.'ﬂ panageii it rc""@jﬂlf Lad
Title: . lfi ;-"":-Fﬁlum‘aﬁngm‘}“ﬂ;?:éﬁ.t{uﬁzlﬂ-‘l-
P anaka Spaceth e o
“""'35““35"‘1';;,?“2% - 400089, 0 &)‘\ (? (
Date: /A .«»’\;D

PRINCIPAL AND DEAN
M.S. Ramaiah Medical College
& Teaching Hospite!
canpalore - 56000 -
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CLINICAL STUDY AGREEMENT

This Clinical Study Agreement (heremnafter ‘Agreement’) is made,
BETWEEN

Roche Products (India) Private Limited, an Indian Company, having it's registered office at "The
Capital’, 15th Floor, Bandra Kurla Complex, Bandra (E), Mumbai 400 051, INDIA, (hereinafter called as
“RPIPL", which expression unless repugnant to the context shall mean and include its successors-in-
interest and permitled assigns) of the FIRST PART,

AND

M.S.Ramaiah Medical College and Hospitals {hereinafter referred lo as “Institution”, which
expression unless repugnant to the context shall mean and include its successors-in-interest and
permitted assigns) of the SECOND PART,

AND

Dr.Nalini Kilara working as Senior Prof And Head, having his place of business at, M S Ramaiah
Medical College and Hospital, New BEL Road, (Gokula extension) MSR Nagar, Bangalore 560094
(hereinafter called as "Principal Investigator or P.1.”, which expression unless repugnant to the
shall mean and include his legal heirs, representatives, SUCCessors and permitted assigns) of the
PART,;

(each a *Party” and collectively “Parties)

"4 000 10d W FHI

0is 435140

WHEREAS, Roche Group has the Intellectual Property Rights in respect of the product - P&j t
RO42368451) (hereinafter called as “Product’)

PLTINYR

"

TOlAkL 5

WHEREAS, RPIPL wishes to engage the P.|, to carry oul the research in respect of clinical studﬁt_
«p Phase IV, Multicenter, Open-Label, Single-Arm Study Of Pertuzumab {In Combination W
Trastuzumab And Docetaxel) In First Line Treatment Of Indian Patients With Her2-Posit
Advanced [Metastatic Or Locally Recurrent) Breast Cancer” (hereinafter “The Study’) as defined:in ¢
the Prolocol No. "ML29282" (Protocol’). BEy
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WHEREAS, the P| and Institution are willing to conduct the Sludy on the terms and conditions set forthiin
this Agreement The P.I. shall conduct the Study at Institution. ("Pl and Institution collectively called as
Site™);

NOW THEREFORE, the Parties hereto have agreed as follows. .

D2

z I
EFFECTIVE DATE: This Agreement will become effeclive on the date of approval of the E.lu::lw,;;g;',‘ji bl felg
Controller General of India or on the date of approval of the Study by the Ethics Committee or 2 da
on which this Agreement is last signed by the parlies, whichever date is later, and shall continue unii
completion of study or until terminated in accordance with the provision in Clause 14 1

L
J'IJI.

3
|

1. PROTOCOL AND INVESTIGATOR BROCHURE

]

& B

= [£]
The scope and nature of the clinical study to be performed under the responsibility of the P"é aﬁ::;l = *
Institution will be in accordance with Protocol number “ML29282". ' :

Y

ical Study Agreement Version 4 0 dated 27 July 2015
9282, Tripartite (RPIPL/ M.5. Ramaiah Medical College & Hospital! Dr. Nalini Kilara)
1o0f12

oy

! =

ket e 2 A
PRINCIPALFAND DEAN
s Ramaieh Medical Collese

- _X B |\ 1/ & Teaching Hospital
P T / Bangslore - 560 054.
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INWITNESS WHEREOF, Parties through their authorized representatives have signed this Agreement.

I Signed on behalf of Roche Products {India) Pvt. Ltd.

.~/ Dr. Aditi P, Parekh
.xﬁ X Associate Director - Clinical Operations

] | Dl
{ o o
"

i e e A | 20478
(i r. Sachin Bobhate Date
Senior Manager — Legal and Admin.

. | hereby agree to the above conditions:

(e Aane
Principal Investigator (P.L) T e
Dr.Nalini Kilara

M.S.Ramaiah Medical College and Hospitals
New BEL Road , MSRIT Post
Bangalore -560054

. Signed on behalf of M.S.Ramaiah Medical College and Hospitals

1e lshis
s i i At ot
! Date
Authorized signatory from Instilution
Name: Dr.D.C.Sundaresh
Designation: President- MSRCRC
: () L C',[T oD

MR{;IINC r Pﬁ. L A T-qD DE!‘&N
Clinical Study Agreement Version 4.0 dated 27 July 2015 ¥ R"E.[Ff'”ﬁh_ Medical Co! fege
ML29282, Tripariite (RPIFL/ M.5. Ramaiah Medical Coliege & Hospiall Dr. Nalni Kilara) & Teach ing Hospital

Page 9 of 12 Bangalore - 560 )54,



Reliance Life Sciences il Lid.
W-2Bz, T'I'C Arca of MIDC, Thane - Belapwr Road, R 1"
tabale, Mavi Mumbai - 400 701, Mabarashtra, INDLA, e Ian Ce

Phone: +g1-22-4o67 Boon « Fax, +01-22-q007 Bogg Life Sciences

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement {the Agresment} is entered on the ﬁ day of /51 Fgf) & 2014 belween
Dr. K C Gurudev ({“investigator") Senior Professor & HOD, Department of Nephrology at, M S
Remaiah Medical College and Hospilals, New BEL Road, MSRIT Posl, Bangalore - 560054 Karnataka,
India and M S Ramaiah Medical College and Hospitals ("Institution”) having its address al New BEL
Road, MSRIT Post, Bangalore - 560054 Karnastaka, India and Reliance Life Sciences Pwvi. Lid.; through
its Clinical Research Business ("CRO/Reliance”), with a registered office at Dhirubhai Ambani Life
Sciences Centre, Plot no. R - 262, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 400
T0O1, India

“Investigator”, “Institution”, and “Reliance” are hereinafter collectively refemed to as 'Parties” and
individually as a 'Party”,

PROTOCOL NUMBER: RLSITPI2012/03
Prospective, multi-centre, randomized, open-label, two-arm, parallel
group, active control, cnmpamtl\ra clinlcal study to evaluata lifﬁl:aﬁ‘jl'
PROTOCOL TITLE: and safety of R-TPR-026/ Aranesp® when given subcutaneously in
I patients for correction of anemia due to Chronic Kidney Disease
. (CKD).
STUDY PRODUCT: | R-TPR-026 T
SPONSOR; Reliance Life Sciences Pvt Ltd
INVESTIGATCR Dr. K C Gurudav
Department of Nephrology, M S Ramaiah Medical College and
INSTITUTIONISITE: Hospitals, Hew BEL Road, MSRIT Post, Bangalore - 560054
- Karnataka, India ]

WHEREAS, Clinical Research Business of Reliance Life Sciences is a Contract Reseerch Organization
("CRO") that is engaged in providing clinical trials management and relaled clinical development services
on a contract basis to the pharmaceutical and biolechnological industries;

WHEREAS, Reliance wishes fo engage the Invesligator lo carry out the clinical study et oul and
described in protocal RLSITP{2012/03 and the Investigator is able and willing to conduct a clinical trial
{the “Study"), in accordance with the above-referenced Protocol (the "Protocol” and any subsequent
amendmenis thereto) on ths terms and conditions set forth in this Agreement. CRO wishes o contract

with the Investigator for conducting the Study at the Institution

Papge | of 21
i3 GEAN
]

Ghronic Kidney Disease slidy
Pretocol Mo: RLEATP2012703

PRINCIPAL Al

M S, Eoma ]

& Teach 'll'l};_ 1"(-""pl<.ul

Repd. Office: Dhirublai Anibani Life Sciences Centre, R-282 ITC Area of MITIC, Tlluiﬂﬂw% .
Navi Mumbai - 4o0 7o1, INIDIA, - Phone: +91-22-4067 Booo « Fax: +01-22-4067 8000, « » Website: www.rellife.com

CIN : Uz4z3oMHz00 I 1anfic s
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provision shall nol be affected thareby and shall be given full effect without regard lo the invalidity o
unenforceability of the remainder of this Agreement  Notwithstanding anything herein seaminuly lo the
contrary, any parly may seek injunctive relief from a court of competent junsdiction 1o prevent or limit

darmage lo that party's intellectual property

1710 Counterparts This Agreement may be executed in any number of counterparts, each of which
shall be deemed an original and all of which shall constitute the same instrument. This Agreement shall
be effective upon full execution by facsimile or original, and a facsimile signature shall be deemed to be

and shall be as effective as an original signature

ACKNOWLEDGED AND AGREED BY
RELIAMCE LIFE SCIENCES PVT. LTD:

By: \_I ) Boa A

£ Name: Ramaprasad J
Title: Head — Finance and Accounts
Date: __ 1 LL.p¥. 201

ACKNOWLEDGED AND AGREED BY INVESTIGATOR:

Name: Dr. K C Gurudev
Title: Senior Professor 8HOD, Department of Nephirology,

Date: ?—% \I" S;\']PT

ACKNOWLEDGED AND AGREED BY THE INSTITUTION:

By: z?-.«—»_- o L.LL*Q____:

Name: Dr D C Sundaresh
Title: President- M 8 Ramaiah Clinical Research Centre

Date: 26 - 05 20 4

Chronic Kidney Dispase study (/’) L (T i
Protocol Ne: RLESTR2012/03 Pape 16 of 21
P i—'t ] i A i :_; [
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t-%  HUNDRED:RUPEES]
FTRT INDIA e

| [INDIA'NON JUDICIAL |

»@ Flﬁ'l(_-ﬁ'lg TAMILNADU . AS 136262
b Iwn Cuniew Recesper b (7)) Lrp N 1L KIUPAKARAN
U2~ GLINICAL STUDY AGREEMENT g Et]‘; i st ;L'
e 4 between e
o\ ICON Ciinical Research India Pyt Ltd

: M. 5. Ramaiah Maﬂic:.?(d:ultagu and Hospitals

1 Dr. Arumngarayan

i Pfizer Protocol # B1851140

i This Clinical Study Agreament {"Agreement’) between

ICON Clinical Research India Pvt Ltd, Campus 3A - Znd Floor, RMZ Millennia Business Park,
#143, Dr. M. G. R. Road, Kandanchavady, Chennai — 600096, Tamil Nadu, India {"CRQ")

e =

and

M. S. Ramaiah Medical College and Hospitals, with a place of business at New BEL Road, MSRIT
Posl, Bangalore — 560054, Karnataka, India (“Institution”),

and

Dr. Arun Narayan, with a place of business a! Department of Medicine, M. 5. Ramaiah Medical
i College and Hospitals, New BEL Road, MSRIT Post, Bangalore — 560054, Karnataka, India

{"Investigator’),

L _

when signed by all parties. is effective as of 24 Jan 2014
B
H 1. Non-US CRO CSA wilh Institution {india)(ICON) Version Date August 2011

gO02-0145_INS_Tri_Dr Arun Narayan V1.0 08 Jan 2014 Page 10115
a M4

SR
; PRINC ;
PRINCIPAL AMD DEAN
.S. Ramaiah Medical Coll

b | & Teac}] o - < ':Ee
s H ]Lg HG'S?ILEH

Bangalore - 560 (54,
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shall fave made any adrmessas i rasped o
rhipey elabing o sush clam o procecdiog
prejudicist to the difence of if wilhoul e written consent of Wisth Lid, such tonsenl
nat o Be unroasenahly withhel provided thal fhis eemition sl nob be ealed as
praached by any sktEment propery made by 12 instilution, 45 employees of Ageis
n conneclon with the operation of tha Instibibons IntErNAl GRMmHar prooeiures
socien repoming procedurss or disciplinary procodures o whane such stalnment &

required by [aw.

=]} i e Instdulon. i employees o agente
wach claem or proceading of ISknh a9y B

wiyeih Lid. shall kesp Ihe Instigbon ard s egel advsers fully minrmed of the pragress of
any such claim or procesding, wil consuit fully with the ntiltinon on the nature ot any
defanco to be advancad and will nol seltia any such Gasm of prommeding withonl e wiiben
approval of the Insttution (such Bpproval Aot 1o b unreasonaby witnteid

=

o Wilhout prejudice 1o tha provisions of paragraph &lc abous: e Inshiuten wall vge s
reasonnble erdesvours to friferm Wymln Lid. prampty of any cirsumstantes rpsaacrably
thought likely 1o give rge Lo any Such rlaim or progeesding of which it is difecly swee and
shall keep Wyeln Lid ressonatily infommod of devoloprents m relalion tn any such cham of
propeeding even where ihe institution dacides nol ty make @ claim under this indomnity
Likrwine, Wil Lid shall use s reasonable endsavours 1o infioerm taes instiution o any such
circumglances and ahall kees e Institation reasonaly informed of developroonls o rEation
1o any =uch ctaim of proceading made of broughl sganst Wyelh LI alone

The Instititian and Wyatn Lid  will each give to o mher such help Bs may regsanably be

kg
required for the efficiont conduct and prompt handlmg of any claim or proceedag Dy o ae
bohalf of Subpcls (ar thelr depandants)

A For the purposa of this ndammty, the axpression “aganis” shall e deemed 10 Imciue walhoul

profossional providing sprvices 10 the Institulion under a
d any person camying oub woek lar thn Imgtiuton ander
al the instilubion s facihlies Bno squipmeaend as ae i

fimitation any merse or olher health
coatract for services of olherwse an
such & contrac connecied with such
availabie for the Study under paragraph 2 abova

SGHED far and on petal of the M. 5. Ramalah Madlcal College and Hospitals

Sigrad m ﬁr_U..II Printed: Dr, D, C. Sundarssh )
13 -Inf HG_..A. V

Tille

| Reqag 14 Oated:

= R

SIGNED by Dr, Arun Naroyan (Investigaton

signed, ..., {_\_yﬂfru/_u__f.?.%i Dotert. A fd_ MI AT

Title: Prof, of I,
SIBNED for &nd an behat of Wyath Lid, (Subsidiary of Pfirer Inc.}

YI e Prinied: Dl Benjamin

Signed: Lo
arch [aied :.L.u.u..n..__.._..um_..._?; Rty

Tt

Varson Dalr Juns 2071
el 0t 40 ING_Tri D Ann Raayan_W10_04 .10 H0ia 02



CLINICAL TRIAL AGREEMENT

THIS AGREEMENT 1S MADE AND ENTERED INTO BY AND BETWEEMN:

. SHANTHA BIOTECHNICS LIMITED
a company organized and existing under the laws of India, having its registercd office at
3 and 4" Ploors, Vasantha Chambers, H. Mo, 5-10-173, Fateh Maidan Road,
Basheerbagh, Hyderabad — 500 004, Telangana - India,

{Hereinalier referred Lo as the “Sponsor™)

. M. 5. Ramaiah Medical College and Hospitals
An institution incorporated under the laws of India, having its registered head office at
New BEL Road, MSRIT Post, Bangalore — 560054,

(Hereinaiter referred 1o as the “Institution")
- and —

=

. Dr. Somashekar
Practicing at Department of Pediatrics as a Professor

(hereinafter referred to as the “Principal Investigator™)

With each of the parties collectively or individually referred to as *Party™ or “Parties”

THIS AGREEMENT RELATES TO THE FOLLOWING CLINICAL TRIAL:

A Phase I1I Bridging study to evaluate Immunogenicity and Safety of a Pentavalent vaccine
(DTwP-HepB-Hib) Shan5 (with Shantha pertussis) as compared to the licensed vaccine,
Shan$ (with imported pertussis) when administered as threc dose primary series at 6-8, 10-12
and 14-16 Weeks of Age in Healthy Indian Infants,

Code: SH505
W
Imtial hiere \ll'}'r . < "_,.f*‘ ) Lﬂ(‘i &2 1:‘33@/
PRINCIPAL ANI DEAN

M.S. Ramaish Medical Colizge
& Teaching Hospital

Bangalore - 560 054.

s
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IN WITNESS WHEREOF, the Parties hercto have executed this Agreement as of the date

written above In Seclion 13

The SPONSOR

Signature: 9""\%//

Name: : N. Rajasckar
Title: CFO & Sccretary
Date: 1 ¢} |:;;||‘;1,-,:m,,i

The SPONSOR

Signature: ™M l 7

Name: Dr, Mam&p“s.ngh Dhingra,
Title: Chief Clinical, PV & CQA Officer,

Date: 5 0ct 204,

Tmataal heie

The INSTITUTION

Signature: -_?f;_. IA& i

Name: Dr. D.C. Sundaresh
Title: Presidenmt, MSRCRC
Date: L | / ‘f

The PRINCIPAL INVESTIGATOR

s
Signature: 1‘ eV e
Mame: Dr. Somashekar A. R.
Title: Professor 4 Liq

D
Date: h\ Lo}

The CO-INVESTIGATOR

Signature: Iﬁ..‘: =
Name; Dr. Mallikarjuna H. B.

o a1 ze 1y

Ha - 2,

A T‘ D DEAN
M.5. ‘Lm..':. :mamo.mbi:
& Teach: "g i iospital

Bangaicre - 350 054.
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ININAN COUNCIL OF MEDICAT RIESEARCH

V, Ramalingaswami Bhawan, Ansari Nagar, New Delhi - 110 029
Phone : 26588980, 26588707, 26589336, 26589745, 26589873,

| FAX: 011-26588662, 26589791, GRAM : SCIENTIFIC,
Web-site: www.icmr.nic.in, e-mail: icmrhods@sansad.nin.in

No.G1A744/2014-D1 1R Dated: ©4 |12,

Sul:u_]ect: Grant-in-aid Scheme of the Department of Health Rescarch for  “Metabalic risks
associated with Antipsychotic Drugs:A Cross Sectional Study"under Dr. Anuradha HV

OFFICE MEMORANDUM

Reference *this office letter of even No.DHR dated p 4y ’mium

The Secretary DHR and Director-General, ICMR sanctions the payment of Rs.3,83.670/-
(Rupecs Three lakh cighty three thousand six hundred seventy oaly) for the above stated
project.’ The amount of Rs. 3,83,670/- may be debited in the provision of Rs. 7,67,340/- made

for the above mentjoned research scheme as 1 Installment of 1™ year grani for incurring
expenditure in connection with above mentioned rescarch scheme.

A formal bill for Rs. 3,83,670/- is sent herewith for payment by RTGS/Electronic
Transfer/cheque/demand draft to The Principal and Dean, M.S. Ramaish Medical College, And
hospital, MSR Nagar, MSRIT Post, Bangalore 560 054 (Mandate form enclosed)

{Arti Chawla)
Administrative Officer
for Director General

Accounts Seclion-V ;

1. Lap_v to .. The ]’nnupal and Dean, M.S. Ramaiah Medical College, And hospital, MSR Nagar,
MSRIT Post, Bangalore - 560 054. The amount of R, 3,83,670/- as1” installment

af 1™ vear will be sent to you by Electroric Transfer in due course. The grant has

T sanctioned on the conditions laid down in our letler referred to above.

¢, Anuradha H.V. , Associate Professor G-I1, Department of Pharmacology, M.S. Ramaiah Medical
Cﬁflcge and Iluspziais Bangalore- 560 054.

Finance Section. RFC No. l}lIIUFlhﬁ‘HIntcr—S[:cmul Convergence/2014-15 dated

15 10.2014.

4. Mr. R K. Ahluwalia, Under Secretary to the Govt., Department of Iicalth Research, 2™ _
Floor, Indian Red Cross Society Building, Red Cross Road, New Delbi 110001,

Head, Division ol BMS, Indian Council of Medical Research, Ansari Nagar, New Delhi

ad

L

For Director-General

PRINCIFAL AND
ALS. Ram :.n'vielc{hcal I
& Teaching Gs’Pﬂﬂ
Bangalore - 560 034.

AN |f-g';
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¥
INDIAN COUNCIL OF MEDICAL RESEARCTI
V. Ramalingaswami Bhawan, Ansari Nagar, New Delhi- 110 029
Phone : 26588980, 26588707, 26589336, 26589745, 26589873,
I "'.X' ﬂ'] 1 26588662 2(539?9] GR_.'\J\"i SC]]Z‘\TI'H‘EC

No.GIAA%2014-11 IR Dated: E}f-[!u-!:.ﬂjq

To
The Principal and 12can
M.5S. Ramaiah Medical College,
And hospital,
MSR Nagar. MSRIT Past.
Bangalore 560 0154

Subject: Grant-in-aid Scheme of the Depariment of Health Rescarch for “Metabolic risks associaled with
Antipsychotie Drugs: A Cross Sectional Study”™ under Dr. Anuradha HY,

Dear SinMadam,

In pursuance of letter number of V.25011/226/2014-GIA/HR dated 24™ September, 2014 from
the Dieptt. of Mealth Rescarch (Ministry of Health & Family Welfare), approval of the Director-General
of the Indian Council of Medical Research (ICMR} is hereby conveyed for the Tunding of the above
mentioned rescarch praject, initially for a peried of one year from 01.11.2014 subject to cxtension uplo
the total duration as specilied i para 3 below.

2. The Director-General, ICMR also sanctions the budget allotment of first year of Rs. 7,67,340/-
(Rupees Seven lakh sixty seven thousand three hundred forty only) as detailed in the atlaciwd
statement [."Lnnexurr_plj

3, The component  wisc break - up of the total budget for whole duration as sanctioned is given in the
enclosed staieimen! { A nnexurc-i1).

4. The approved total duration of the research scheme is One Years.

5. The project is covered under the component “Research studies witk emphasis on public health” of
the aloresaid Scheme.

6 The payment of srant-in-aid will be further subjeet to the Rule 206 to 215 of provisiens of GIFR-
2005/DFPR-1978/Receipt and Payment Rules 1983 (as amended from time to time) and the following

{erms ‘ﬂl‘ld ool d“ iﬂ] 15;

FRINCIPAL AND DJEAN

M.S. Ramiaizh Medical Cl... ¢
& Teaching Hospital
Bdnt‘aiure 560 054,
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The projeat wauld decm {0 have become operative on the day the grant is reeeived by the
Investigator This dale would have w be communicated by the host Institute to the DHREACMER,
will in no case be later than onc month afierthe receipt of the grant by the Institute. The grant of
the project will be released in favour of * The Principal and Dean, ML5. Ramaiah Medical
College, And hospital, MSR Nagar, MSRIT Post, Bangalore — 560 (1547

The funds will be released in installments biannually. The first instalhment of 17 Year budget as
sanctioned is being released along with this approval letier. I would include the entire grant for
purchase of equipment, and recurring grant for six months,

The Host Institute would be required to submit the periodicalfannual progress report, the [inal
campletion repont and the audided Uiitization Certificate annually eic. as per provisions of the
scheme suidelines,

The 2"installment of the year would be released based on the submission of the Utilization
Certificate (UC) along with the item-wise statement of expenditure, for at least 70% of the
previously released grant, duly certified by the designated Accounts Officer of the Host Institute
and the Principle Investigator,

Steps o procure the approved equipment should be initiated immediately (1o avoid escalation of
cost) following the prescribed norms of the host institution.

The salary of stall appointed on the project should be paid as indicated in the budget statement
attached. An undertaking would be furnished by the host institution that the stafT will be engaged
for the projeet purcly on contractual basis and would have no claim Lo 2 permanent employment
with the DIIRACMR. No allcration in the stafl-approved can be made by the institute/research
Organization without the permission of DIHR/JACMR,

The Instituic shall not dispose of or encumber or uiilize the asscls acguired wholly or
substantially out of the Government grant for purpose other than those for which the grant has
been sanctioned without prior sanction of the Government,

The Institute shall maintain & scparate account for funds received and expenditure incurred under
the said schome.

[T the grant or any parl thereol is not utilized for the purpose for which it is sanctioned, it shall be
refunded 10 the Government of FCMR immediately,

The Institure should maintain a register in Form GFR-40 of the payment and semi-permancnt
assets acquired wholly or mainly out of Government grants and s copy there of fumished to
ICMR.

The register of assets maintained by the Institute shall be made available for scrutiny by the
Audit.

A utilization certificate in the proforma prescribed (GFR 19-A) and the audited statement of
aceounts should be furnished 10 the ICMR soon afier the accounts of the Institute of the year
2014-15 are audited to cnable the Government to satisfy themselves that the amount has been
utilized for the purpose for which it was sanctioned. These documents should be sent to the
ICMR immtdimclj,- after the closure ol the current financial YCAr and in any case not later than the
end of the third month of the next financial year. (format enclosed)

The accounts of the grantee institution shall be open to inspection by the sanctioning authority
and audit both by the CAG of India under the provision of CAG(DPC) Act, 1971 and internal
audit wing ol the (Yo CCA of the Ministry, whenever the institution of arganization is called
upon to do so,

Grantecfinstitution receiving the grant shall famish Achievement-cum performance report (final)
two months prior of the scheduled period of the project.

Utilization of Iravel Grant, Contingency Grant, etc would be as per the Guidelines of the
Scheme, which are available on the website of ICMR/DHR (www.icmr.nic.in / www.dhr.gov.in)
ICMR guidelines for the extramural projects as available on the ICMR websitc may also be
ToHowed,

Any change in sanctioned budget / salary component / staff or any component of the approved
project will not be enertained.
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Oiher Terms & Conditions of the Grant:

IL.

1.

Vi

Copy loge

The payment of the granm-in-aid will be made by the Electronic transfer/Demand Draft/Cheque and
the receipt of the same shall be duly acknowledged by the Institute,

After completion of the project/activily the ownership of the physical and intellectual asscts created
or acquired out of the funds granted shall vest with the Department of Health Rescarch and decision
on the assets acquired shall be taken by the Department,

Lxpenditure should on no account exceed the budget sanctioned for the project.  Re-appropriation
of savings o0 meet cxcess capenditure under various sub heads shall not be made without the
approval of the DIRACMR. No expenditure shall be incurred on items not sanctioned under the

scheme.

Exiension beyond the approved duration would not be entertained. If interesting/important leads
emerge that need 10 be followed-up, a separate proposal may be submitted. Only in exceptional
cases, where a valid justificalion exists. and recommended by the technical Lvaluation Commitice
and Project Approval Committee an extension can be considered to complete the projeet.

The Host Institute would be required to submit an annual progress report and also pive avdited
statement of expenditure by the Auditor of the research Organization/Institute etc. However, the
ﬁl_'st progress report should be submitied at least three months prior (o the completion of the annual

repoit,
At the completion of the project, the final report should be sent in the prescribed format

{10 Copies). The report should be submitted not later than three months from the date of
campletion of the projecl. Failure to submit the AnnualfFinal repornt in time may lead Lo (ermination

of the project without any notice.
Yours F?'L)afuliy,
(Arti Chawla)

Administrative Officer
for Director General

The receipt of the letter may kindly be acknowledged.

with a copy of the budget statement forwarded for information to;

r. Anuradha [LV.. Associate Professor G-1l, Department of Pharmacelogy, M.S. Ramaiah
Medical College and Hospitals, Bangalore - 560 054.

Copy together with one copy of the budget statement forwarded to the Accounts Section-V
information and necessary action.

Copy together with two copics of the budget forwarded to budget section (Fin.) ICMR for
compilation af the Council’s budgel RFC No.DHR/GIA/79Inter-Sectoral Convergence/2014-
15 dated 15.10.2014

IRIS Cell No. 2013-18980

Mr. R.K. Ahluwalia, Under Secrelary to the Govt., Department of 1lealth Research, 2* Floor,
Indian Red Cross Society Building, Red Cross Road, New Dethi 110001

Head, Division of BMS, Indian Council of Medical Research, Ansari Nagar, New Delhi— 110029

A

I*or Director General




Annexure-i

File No GIA/S9/2014-DHR:
Date of Start: 01.11.2014
Duration : 1 years

IRIS No. 2013-18980

“Metabblic risks associated with Antipsychotic Drugs:A Cross Sectional Study™under Dr. Anuradha HV,

Budget Statement
01.11.2014 to 31.10.2015
2014-15
| SN0 | Ttem " TDuration
] Staff 1 Year N

One SRF of Rs.18000/- pm VHRA 30% | 2.80.800/-

5400 pm
2. Contingencies (Recurring) 4,50,000/-
3 Overhead charpes 5% | 36540/
Total 7.67,340/-

RFC No. DHR/GIA/7%1ntcer-Sectoral Convergence/2014-15
Dated 15.10.2014
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No.VEST/K-FIST(2012-13)/6RD-146/2013-14 April 15, 2014

The Principal and Dean,
M.5. Ramaich Medical College and Teaching Hospital,
Bangalore - 560 054

Dear Sir/Madam,

Greetings from Vision Group on Science and Technology (VGST)

Sub: Reiease of Second & Final Instalment of "V&ST - K-FIST (Level-II) gront”

for the FY 2013-14 - Reg.

o et

As you are aware that Dr. K.N. Chidambara Murthy, Dept. of Central Research
Laboratory was awarded K-FIST (Level - II) grant during FY 2012-13. In this context, VGST
would like to inform you that VGST - Auditer have issued Audited Utilization Certificate
(AUC) for the utilization of I instalment of K-FIST (Level -II) grant (2012-13).

Hence, the Second & Final instalment of K-FIST (Level-II) grant of Rs.20,00,000/-
(Twenty lakhs only) is being released through - State Bank of Mysore, cheque
No,GB4776 dated 29/03/2014. Kindly return the enclosed "ACKNOWLEDGEMENT
LETTER" to VGST. '

Vou are reguested to maoke all the entries such as "Budget Estimate (Non Recurring and
Recurring)”. “Technical Specification of the equipment (TSE) - (Annexure - 2)°,
“Justification for the Purchase of Equipment (JPE) - (Annexure - 3)°, "Purchase
Committee (P.CMT) - (Annexure - 4)", “Declaration Form (DF) - {Annexure - 5(a)},
Programme_Co-ordinator’s Acceptance letter (PCAL) - {Annexure - 5(b)} the “"PART - A"
of GRD - Book” (enclosed) and submit the GRD - Book to V6ST by 30/04/2014 for
VGST's approval for the "Budget Estimate” (both Non Recurring and Recurring). Obtaining
V6ST's approval for PART - A of GRD is mandatory vide Sl.No.14 of ETC. The
Programme Co-ordinator is not allowed to procure Equi /I
Approval of PART - A (Budget Estimate) by VGST.

PRINCIPAL AND {:::‘-"-"‘l
»1.S. Ramaizh Medical Col.. .
& Tearhjne Flaspital
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Your co-operation for the speedy implementation of the VGST - K-FIST (Levei—lﬂ:rugmmme
is most essential, Please refer to V&ST - Guidelines, Terms and Conditions (6TC) -
(Annexure -1 of GRD - Book) for further details.

IMPORTANT NOTE:

The period of implementation of VGST programme is only 8 months from the issue of VEST
grant cheque date.

Sk Particulars dates

No,

1 | Last date to obtain the Approval of PART - A of 30™ April 2014
GRD (Budget Estimate) of both Non-Recurring and
Recurring

2 |Last date the complete the Procurement process 30™ June 2014
and submit PART - B (purchase documents) for
Audit purpose

3 | Last date to submit PART - C (Annual Progress 30™ November 2014
Report / Final Progress Report)

Please submit PART - A of GRD for V65T's approval by 30™ April 2014 without fail.

Thanking you.
Yours faithfully,
(Dr. Sf'?‘ngrz‘-‘}
I!; ¢ 1
Copy to:

br. K.N. Chidambara Murthy, Dept. of Central Research Laboratory, M.S. Ramaiah
Medical College And Teaching Hospital, Bangalore - 560 054

Peie
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Tel.: 26588395, 26588080, " GRAM  :SCIENTIFIC
26589794, 26580336 "y FAX :011-26588562
Email: i ua i org,in o
icmrhqds@sansad nic.in i:;}j

INDIAN COUNCIL OF MEDICAL RESEARCH
V. Ramalingawami Bhawan, Ansari Nagar, Post Box Bo. 4911

New Delhi— 110020
APPLICATION FOR GRANT-IN-AID OF AD-HOC RESEARCH PROJECT
— =
GENERAL

L. Title of the Research Project I-Iistop&tholcig’ical evaluation of renal allografit
biopsies with emphasis on the role of C4d immunohjstochemjsn'y in the

diagnosis of humoral rejection.

2. Name and Designation of
i) Principal Investigator & Emaii
Cleméﬁt'w_il&ed D, MD (Pztho) DNB (Patho),
Associate Professor, Department of Pathology,
M.5 Ramaiah Medical College and Hospitals,
RNagar, MSRIT Post, Bangalore- 560054
E-mail -~ clement.wiifred@yahoo,com.
i) Co-Investigator & Email
Vijaya Viswanath Mysorekar, MD ( Patho),
Senior Professor and Head of the Department, Department of Pathology,
MS Ramaiah Medical College and Hospitals,
MSRNagar, MSRIT Post, Bangalore- 560054,
E-mail — vija orekar@yah

3. Duration of Research Project 2 years
1) Period which may be nesded for collecting the data é:;earth

: . months

i} Period that may be required for analyzing the data 6months

4. Amount of grant-in-aid asked for (details are furnished in Section B)

Fyear  29year
i. Staff 1,50,000 1.50,000
ii. Contingencies
Recurring Rs. 4,48,000 Rs.4.57,000
Non recurring (equipment)  Rs. 1,03,000 NIL
Travel NIL Rs. 20,000
L Oveliedd chatges — Red2A00  Ramgsg

TOTAL Rs.7,23400  Rs.649.850 w d[’\ (_1 : 4\)
; e

5. Institution responsible for the research project
| PRINCIPAL AN § .!' A F-,.r

L1.S. Ramaizh ?-.'T.-.:dicui_{_.:._. U
& Teaching Hospital g
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Department of Pathology,
M.S.Ramaiah Medical College and

Name pitals,
MSR Nagar, MSRIT Post,

Pastal address ;
Telephone Bangzlore- 560054

i DEI]—236|I}1742. 23601743, 23605190
;' e Fax: 080-23606213

Eadbl e-mail: msr medical @dataone. in

_'_"._""_""..———-_u____

Web: http//www.msrme.ac.in

Approval of the institutional ethics committee (IEC) should be enciosed. Guidelines for
IEC for animal experiments should follow CPCSEA requirements and for human
studies should follow ICMR guidelines.

PRINCIPAL ANDDEAN
M.S. Ramaish Medical Co :F
& Teaching Hospita!
Bangalore - 560 054.
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Section - B
DETAILS OF THE RESEARCH PROJECT

1. Title of the project: Histopathological evaluation of rena allograft biopsies with
emphasis on the role of C4d inununuhismchemjstry in the diagnosis of hurnoral rejection.
2. Objectives: 1) To evaluate the histopathologic lesions in renal allograft biopsies
. 1i) To determine the causes of early (0-6 manths) and late (> 6 months
post transplantation) grafi dysfunction
1ii)To determine the frequency of peritubular C4d positivity by
immunohistochmist:y and its correlation with microvascular
inflammation in humora] rejection.

3. Summary of the proposed research indicating overall aims of the research
and impértance of the research proposal.

Renal allografi biopsy (RAB) is indispensible for the diagnosis of renal transplant
rejection and clinjcal management of patients with graft dysfunction (GD).'* A

diverse histopathologic range of lesions, including immunological rejection, non-

nonrejection causes, which is cracial for therapeutic management, 12

The causes of GD vary between studies and are determined by differences in kidney
source (cadaver, living related, living nonrelated), donor and recipient age, race and
genetic variability, HLA match, presensitization, type of immunosuppressive
prolocol, methods of case identification and timing of biopsy, variability of renal
lesions. Further there isa scarcity of information on the higtopathologic parwms of

and late GD in g tertiary care hospital in South India.

Banff 2007 incarporated peritubular capillary C4d (PTC C4d) staining 8s one of the
diagnostic criteria for humoral rejection i.e, antibody-mediated rejection (AMR) along
with -histopathological fearures of tissue injury and presence of donor-specific
antibody ** However many recent studies have questioned the sensitivity and
specificity of C4d staining and have supported the existence of Cdd negative
AMR.®" Several studies have shown statistically significant correlation between PTG
C4d deposition and microvascular inflammation.®* Thus the other aim of the study is
to determine the frequency of C4d peritubular capillary staining and its correlation
with microvaseujar inflammation in our patient population.

4. Present knuwledge_and relevant bibliography including full titles of
articles relating to the Project.

A study on 119 repal allograft biopsies (RAB) conducted in North India, revealed the
commonest cause of graft dysfunction {GD) as nonrejection changes (47.1%)
followed by T cell- mediated rejection (31.9%), humoral rejection (28.6%), interstitial
fibrosis and tubylar atrophy (IFTA)(12.6%), borderline changes (7.6%) and n
findings (4.2%).1° The authors concluded that nonrejection pathology fo

significant cause of renal dysfunction in patients with renal allograft transplantatiod,
PRINCIPAL ABD DE
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Another study conducted in Nepal, evaluated the histopathelogy of 98 graft biopsies

of which 24.7% were rejection, 14.3% were due o nonrejection causes, 50.19%
WEIC normal, 1% was due to IFTA and 9.2 were nondiagnostic.' In the early
Post-transplant period humoral Tejection, acute ischemic injury and T cell-mediated

senescence mciudingdunorderimddmnmwcmthamajmcmsesofﬁnihe
authors concluded that RAB remains the gold standard for diagnosis of GD.

s!_iggeéted that it is no longer a sensitive marker of humoral rejection. A study done in
Japan by Takeda A et a] found C4d positivity only in 46.9% of humoral rejection

Corréa RRM et al in th&irarﬁcleaimmnt‘ﬁdmﬁﬁcmionofthnmicofﬂddin
episodes of humoral rejection” concluded that C4d Wwas a less sensitive marker than
initially thought.”

Pichhadze RS conducted 3 systematic review of the literature to re-evaluate the role
of C4d in the diagnosis of acute humoral rejection of kidney allografis. They found
that PTC C44d exhibited slight to moderate  agreement  with microvascular
mnflammation (glomerulitis and peritubular capillaritis).*

. Nickeleit V, Mengel M, Colvin RB. Renal Transplant Pathology, Chapter 29. In:
pinstall’s Pathology of the Kidney,7* ed. Jennette JC, Olson JL, Silva FG, D’
Agati VD, Eds, Lippincott Williams & Wilkins, Philadelphia. 2014;2:1321-1431.

Significance of C4d deposition in antibody-mediated rejection. Clin Transplant
2012:26:43-48, :
- Haas M, Sis B, L. Racusen LC, Solez K, Glotz D, Colvin R B, et al. Banff 2013
Meeting Report: Inclusion of C4d-Negative Antibody-Mediated Rejection and
Antibody-Associated Arterial Lesions. Am J Transplant 201 4;14: 272-283.
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years experience from a tertiary care center in porth India. Indian J Pathol Microbio]
2011;54:700-5. _

11. Bhowmik DM, DindaAK, Mahanta P, Agarwal SK. The evolution of the Banff
classification schema for diagnosing renpal allograft rejection and its implications for
clinicians, Indian Journal of Nephrology 2010:20:2-8.

5. Preliminary work already done by the Investigator on this problem.

A pilot study was done in (he West Indian population- “Evaluation of renal allograft
biopsies for graft dysfunction and relevance of C4d staining in antibody mediated
rejection” by the principal investigator ( Dr Clement Wilfred D) at Institute of Kidney
Diseases and Research Centre & Dr. HL Trivedi Institute of Transplantation Sciences,
Ahmadabad (host institute). Based on the resulis obtained the investigator has proposed to
undertake this study in the South Indjan population at his parent institute (M.S.Ramaiah
Medical College, Bangalore).

6. Links with other ICMR projects : NIL

7. List of important publications of last 5 years of the all the
investigators in the relevant fields:
The list of publications of the principal and co investigators is provided in Section C
(Biodata). The principal investigator has 18 publications and the co investigator has
42 publications.

8. Detailed research plan.
8.1 Source of data
The study is a prospective study that will be conducted on “clinically indicated” renal
allograft biopsies from kidney transplant recipients received in the department of
pathology, M. S. Ramaish Medical College and Hospitals, Bangalore over a
duration of 2 years.
8.2 Methods of Data collection:
Prospective period: All the biopsy specimens will he processed for light and
immunofluorescence microscopy and Céd immunohistochemistry as per standard
protocol. For light microscopy, 3 to 4 bm thick sections will be stained with
Hematoxylin and Eosin. Gomori’s trichrome, periodic acid Schiff and Jones silver
methenamine staining will be performed when required. Direct immunofluorescence
(IF) study will be done on 3 to 4 pm thick frozen sections using fluorescein
isothiocyanate conjugated goat aniti- human immunoglobulin (Ig)G, IgM, IgA,
Kappa, Lambda, Clgand €3 antibodies (from BioGenex). The C4d
immunohistochemistry (HHC) will be done on 4 pm thick paraffin sections
using “Super Sensitive Link Label HRP  detection system™ with rabbit anti-human
Cdd polyclonal antibody (BioGenex).
The data regarding patient’s age, gender, allograft age, HLA match, basic rena]
disease, and laboratory investigations like serum creatinine, 24-hour urinary protein
will be collected from the patient's case file.,
Histological categories will be classified as per Banff”13 modified update lia, i _
categories for renal allograft biopsies into six categories; normal (ca 4}5(5 (;KC( (_)
PRINQIPAL AND EAN
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humoral rejection (AMR) (category-2), borderline T-cell mediated rejection
(category-3), T-cell-mediated rejection (TCR) (category- 4), interstitial fibrosis and
tubular atrophy (IFTA) (category-5) and others: changes not due to rejection/ non-
rejection causes (category-6).>° “Revised Banff,’13 criteria for classification of
AMR which includes C4d-Negative AMR will be used for AMR diagnosis.® Special
emphasis will be laid on the first 2 criteria ie. 1. Histological evidence of tissue
injury and 2. Evidence of recent antibody interaction with vascular endothelium (PTC
Cd4d deposits or moderate microvascular inflammation) for AMR diagnosis.
Donar specific antibodies will be performed and serum tcarolimus levels will be
estimated. The Banff scoring system (scores ranging from 0-3) will be used for the
grading of acute and chromic changes mmn'rihg in the interstitium, tubules,
glomeruli, arteries and arterioles.’ C4d staining of the PTC will be graded as
C4d0- negative, C4d1- minimal: 1-10%, C4d2- focal; 10-50%, and C4d3- diffuse >
50% PTCs.!! PTC C4d deposition will be considered paositive if grade is >C4d0 and
negative if C4d0.%

i) Optimal biopsies, defined as a specimen with at least 10 non-sclerotic glomeruli
and 2 arteries;
it) Marginai biopsies, having 7 to 9 glomeruli and 1 artery;
iii)  Minimally acceptable biopsies having 7 glomeruli and 1 arfery.
8.4 Exclusion Criteria:
Non- diagnostic biopsies: Specimens with < 7 glomeruli or no arteries or with only
medulla.
8.5 Sample size determination:

. i) Philip KJ et al (2011) in their series have observed 1mmunuingmal rejection { T cell
mediated rejection + humoral rejection + borderline changes) in 68.1% of the renal
allograft biopsies.'” In the present study, with a relative precision of 18% and desired
confidence level of 95%, the estimated sample size will be 56 cases.

ii} Takeda etal (2012) in their series have observed that 46.9% of the humoral
rejections were positive for PTC C4d deposition.® In the present study, with a relative
precision of 30% and desired confidence level of 95%, the estimated sample size for
the study will be 50 cases.

8.6 Statistical Analysis of Data:
Descriptive statistics of histopathological lesions will be analysed and presented in
terms of proportion and its 95% confidence interval will be estimated. The frequency
of each category of renal dissase will be computed. All continuous parameters will be
cxpmsad as mean and standard deviation and all qualitative variables as proportion.
Fisher Exact test will be used to compare C4d score with degree of microvascular
inflammation. Data will be analyzed using Microsoft Excel. P < 0.05 will be
mmdﬁed as statistically significant. The sensitivity of C4d in detecting AMR will be
calculated as a/a+b [a = true positive {No. of C4d positive AMR }, b = false negative

. {No. of C4d pegative AMR}].
8.7 Does the study require any investigation or interventions to be carried on patients

Histopathological (light and immunoflucrescence microscopy) examination will be
performed on the renal allograft biopsies as a part of routine protocol for diagnosis.
The C4d immunohistochemistry will be performed on the paraffin embedded blocks
of the same renal biopsies. No other investigation or interventions wijl be done

specially for the purpose of the study. )
\ ML\ (7
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§
$. Facilities in terms of equipment, etc, available at the sponsoring
institution for the proposed investigation.
Equipments needed to carry out the research work - i) Automated microtome (LEICA
RM 2255 ), Histokinette (automatic tissue processor, LEICA TP 1020) and
reagents/chemicals for preparing Hematoxylin & Eosin stained tissue sections and
special stains and ii) Cryostat (LEICA CM 15105), immunofluorescence microscope
(OLYMPUS Cx41) and fluorescein isothiocyanate conjugated antibodies for IgG,
IgA, IeM, and C3 (BioGenex) for direct immunofluorescence is already available in
the institute
10. Budget requirements (with detailed break-up and full justification).

PRINCIPAL AND DEAN
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1¥ year 2 year
i | Staff - Techmical 1,50,000 1,50,000
fi. | Contingencies
i | Recurring |
Primary Kit [primary (CAd) antibody]. 1 kit (for 30- | 30,000 (1 ki) | 30,000 (1kit) | . ,
35 cases) per year. 3
BioGenex polymer Kit ( mndm antibody). 1 kit | 20,000 (1 kit) | 20,000 (1 ki)
{fnr 30-35 cases) per year.
Mimbﬂlnmm chﬂmmlm" consupiable items for C4d | 20,000 20,000
immunchistochemisiry { Deionized water,
disposable 3ml Pastenr pipettes, yellow tips, frosted
microslides, cover sﬁpa, DPX, arlene, alcohols, poly
L Iysl:ne.]abeb, ﬂsampapermlh.swubaﬂc.]
mmnln nothioeynm. wqingnmd anti-haman 30,000 30,000
immunoglobulin for kappa light chain deposits. 1
kit {for 30-35 eases) per year.
Fluorescein ismhlncynm mujugated anti-kuman 30,000 30,000
immnmglobulin for Jambda light chain deposits. 1
l:it {fur 30-35 mm} per yedir.
Euortseein mthhcjmle conjugated anti- haman 30,000 30,600
immunoglobulin for C1q deposits. 1 kit (for 30-35
msaes] perysar
Serdm tacrolims levels (HPLC) (3300 Rs/ case) 1,00,000( for | 1,00,000 (30 |
j 3D cases) CRSEE)
Donor specific antibody levels ( 5000 Rs/ case) 150,000 ( for | 1,50,000
: . 34 cases)
Dﬂ“ enﬂ'&'; typing of research réports, Computer 20,000 20,000
Puh]:lmﬂwn charges (30 enpi’es_:} . 9,000
Books 10,000 10,000
Statistical analysis (consultancy churges) | 3,000 3,000
iLh '
pH meter (1 in quantity) (for C4d 10000 :
immunohistochemistry) { }%;r :
Adjustable micro volumetric pipettes 10- 100 gl (1in | 7000 : T
Enmﬁ]’] {for Cdd immun-:hinmﬂmmjr] k! :
Adjustable micro velumetrie pipettes 20- 200 i (1in | 7000 %
quantity) (for C4d immunchistochemistry)
Microwave oven ( for antigen retrieval) Solo170 (1in | 12,000 -
quantity) (for C4d immunchistochemistry) L\
Color laser printer (1 in quantity) 18,000 - pRINCIPAL 1 ?\,1"&
ivig Im.ﬂl pilegy E:
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Clymipus meércury lemp (_;anhde! U-RFL-T) (1 in 45,000 z
quantity) { for immunoflucrescence microscopy)
Color Cartridges (5 in guantity) 4,000 -
e | Travel . 20,000
iii | Overhead charges (exciuding equipment cost} 18,000 19,000
Total 723,400 649,350
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INDIAN COUNCIL OFMEDICALRESEARCH
R forn (R v iRAR SeoT HAA)

i AT, R AR, 75 Rel-110029
DEPARTMENTOFHEALTH RESE&RCH(M]MSTHY OFHEALTH & FAMILY WELFARE)
V. RAMALINGASWAMI BHAWAN, ANSARI NAGAR, NEW DELHI-110029

FORMAL BILL

A Formal bill for Rs. 723400/~ (Rupees Seven Lakh 'I\went].r Three Thousand Four Hundred
only) as the 1% year grant to meet expenditure in comnection with the research scheme
“Histopathological evaluation of renal allograft biopsies with emphasis on the role of C4d
immunohistochemistry in the diagoosis of humoral rejection” PI: Dr. Clement Wilfred for
payment lo “ML.S. Ramaiah Medical College, MSR Nagar, MSRIT Post Bangalore - 560054”.

A Formal bill for Rs. 723400/~ (Rupees Seven Lakh Twenty Three Thousand Four
Hundred only) is sent herewith for payment by RTGS/Electronic Transfer/Cheque/Demand draft
to “M.S. Ramainh Medieal College, MSR Nagar, MSRIT Post Bangalore - 560054”. The
amount is to be debited from the HRD grant of Rs. 30815400/~ which has already been sanctioned
to.Indian Council of Medical Research, New Delhi on 30™ March, 2017 for awarding Fellowship
under the scheme “Human Resources Development for Health Research” during the firancial year

2017-18,

Dr. V.P. Singh
Scientist-D
For Director General

.F._Ni [)r ﬁ,ﬁs{[
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No.V.25011/541-HRD/2016-HR

HRD Scheme of the Department of Health Research for “Start-up Grant™ — the project titled
“Histopathological evaluation of renal allograft biopsies with emphasis on the role of C4d

exure-]1

immunohistochemistry in the diagnosis of humoral rejection” PI: Dr. Clement Wilfred.

2™ Year | Total |
Year |

Non recurring .
1 | Equipments* | 103000 | 0] 103000
Recurring

tL 1 Manpower 150600 150000 300000 |
2 Continpgency/Consumables | 448000 457000 | 905000
3. Travel 0] 20000 20000
4. Overhead charges 22400 22580 44980

| Total* 723400 | 649580 | 1372980

No.V.25011/541-HRD/2016-HR

Anpexure-Il

HRD Scheme of the Department of Health Research for “Start-up Grant” - the project titled
“Histopathological evaluation of renal zllograft biopsies with emphasis on the role of Cdd
immunchistochemistry in the diagnosis of humoral rejection” PI: Dr. Clement Wilfired.

Amount for 1" year

L £ relense
| Non recurrin
{ 1. | Bquipments | 103000
K T
1. | Manpower 150000
2 | Continpgency/Consumables 448000
3 Travel 0
4. | Overhead charges 22400

(Rupees Seven Lakhs Twenty Three Thousand Four Hundred only)
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+ - ELINICAL TRIAL AGREEMENT

This agree;nant is made, on this 23™ Jan 2014 year{hereinafter ‘Effective Date’) by and between
“NorwichClinlcal &mlces’havin_g its principal place of business at Narwich Clinical S-e-n.ricea a company
incorporated under Companies At:t 1956 and having its registered office at ACR mansion, No.147/F, 8th
main, 3rd block, Koramangala, Bangalore-5600034, (hereinafter referred to as CRO},which expression
unless rapugnant to the context or mea;dn'g-thgreuf shall include Its successors and permitted assigns)
being of the One Part; A
AND 54 | _
“Dr Naﬁrﬁnﬁlam“havirghﬁmﬁﬁl.:ipal place of busifessat M § Ramalah Curle Ceritre of oncology,M §
Ramaiah Medical chlege and Hospitals ,MSRI"I’ ‘Post, New BEL road, Ea_ngalure - 560054
{Herelnafter referred to as “Principal Imvestigator” or “P.I"),which expression unless repugnant to the
context or meaﬁingtheaeufsrﬁll inciude its succéssors and permitted assigns) being of the other Part;
And :
# S Ramalah Medical College -'a':r'ad Hospitals, (hereinafter referred to as “Hospital/Institution”)
MSRIT Post, New BEL road, Bangalore - 560054 '
1. BACK GROUND
11 WHEREAS the purpose of this agreement is for conducting clinical study having Study Title:
“An openp Fabei, multicentre, randomized, balanced, fwu-treatment, two-period, 1wo-
seguence,single dése, crossover, oral bicequivalence study of Melphalan Tablets 2 mg of
Alvogen Pine Brook., USA compared with that of ALKERAN® [melphalan) Tablets 2 mg of
GlaxoSmithKline, USA in adult patients under fasting conditions” in whichiMelphalan Tablets 2
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mg of Alvegen Pine Brook of Alvogen Pine Brook Inc.10 Bleomfield Avenue, Building B,Pine
Brook, NJ 07058Tel.: +1 573 7396 3400, Fax: +1 973 796 3439 is compared with that of ﬁu.LKER.h_I’«I.‘
{melphalan) Tablets 2 mg of GlaxoSmithKline, USAin patients under fastingconditions,in
accordance with Good Clinical Practices (GCP), Good Laboratory Practices (GLP} and ICMR
Guideline 2000, on patients a5 stated in the protocol [hereinafter referred to as the subjects).

12  The SPONSOR (Alvogen Pine Brook Inc)is a pharmaceutical Company engaged inter alia in the
business of manufacturing andfor marketing of various active pharmaceutica] ingredients 2nd
pharmaceuticals in finiched dosage forms;

i3 NORWICHCLIMICAL SERVICES (hereinafter referred to as CROY) is a professional dlinical research
organization in Indla engaged in the business of undertaking biostudies, Clinical Trial Services
and pharmamvig‘ihn;ae servicesin conformance to international standards. ’

1.4 The CROhas represented and warranted to sponsor that it has the necessary skill, emeﬁnu,
expertise and necessary facilities/infrastructure to provide the services contemplated under this

ent. - g

15  The CROhas also represented that all licenses, authorizations and permissions required under
law for providing the services contemplated under this agreement will be obtained and that all
such licenses, authorizations and permissions will be in full force and effect at the time of
executing the services cutiined in this agreement.

1.6  Whereas the CROdeslres to enter into agreement with M S Ramaiah Medical College and
Haspitals &Dr NaliniKilarato conduct the study in their hospital. ' '

17 The CRChas dgreed to engage Dr NaliniKitarawho is a Specialist in the therapeutic area required
for the study, be a Principal Investizator for the study mentioned above,

18 The CROhas agreed to engage M S Ramaizh Medical College and Hospitals® the principal
Investizator for providing the services contemplated under thls agreement, subject to the terms
and conditions contained herein.

13 Whereas during the term of this Agreement, the terms and conditions herein contained shall
govern the services to be provided by the M 5 Ramaizh Medical College and Hospitalsg
Principal Imaﬂigamr to CROunder any subsequent individual agreement for specific semcestc
be rendered, referred to as a Specific Protocol ‘

110 The Project shall be conducted as per the CRO's confidentiality requirements. %

111 M S Ramaish Medical College and Hospitals & the principal Investigator agree that the CRQ.
shall have the right to enter their fadility at reasonable times to inspect the facility, and the

Version 1.0, 1July 2013 Page20f39
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Note:

Hospital stay expenses during the study period will be paid at the end of each period,

Lab Inw_stigatin.n at the time of screening, before the study start and after study completion will be
patd by the CRO at actuals only on production of original bills along with the investigator fee.
Compassionate Medications to each patient will be provided as follows:

Patient will be provided following medications as per the PI's prescription for each cycleupto a
maximum of 6 cycles.

a)Melphalan

b)Thalidomide

c)Prednisolone

An indent form will be submitted by the site prior to each cycle indicating quantity of medication
required for patients -

Any adverse event experienced by the subject (whether related or unrelated) which necessitates
medical treatment, the expenses will be borne by the sponsor.

The followi ng deductions will be made, if applicable:

Tax deduction at source for all payments of fee unless a valid tax exemption certificate is provided by
the investigator/ institution.

Any capital expenses for the site incurred by the CRO on behalf of Pl will be deducted from the fee
payable to PI.

For Norwich Clinical Services Private Limited, For Principal Investigator

Bangalore

DrSaralThangam | - : Dr NaliniKilara

Managing Director | Professor & Head, Dept. of Oncology

Norwich Clinical Services Private Limited.

Seal: SeaProf, NALINI KILARA -
5 ; n Pyt, Lid, & , MDD DM
Ear Nonwich Clinical Services HOD MEDICAL ONCOLOSY
M.5. Ramgizh Medical Colleps & Hospimi
KME Reg Mo 1% 085
Dr.Saral Thangam ——
Ma“aging Direclor
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PROTOCOL NUMBER:

RI-D1-002

-

4 PROTOCOL TITLE:

A Randomised, Multi-centre, Double-blind, Parallel Group
Study to Compare the Pharmacokinetics,
Pharmacodynamics, Safety and Efficacy of Two Anti-CD20
Monoclonal Antibodies in Combination with CHOP in
Patients with CD20-Positive Diffuse Large B-cell Lymphoma

PROTOCOL DATE:
SPONSOR:

16 Nov 2011
Dr. Reddy's Laboratories Ltd

KEY ENROLLMENT DATE:
(date by which site is to enroll
at least one {1) subject)

_-!‘_ —

PRINCIPAL INVESTIGATOR:

Dr. Naiini Kilara an employee of Institution

100 Calendar Days after Site Initiation Visit

WHEREAS, the Investigator and Institution, (hereafter, jointly, the “Site") are willing to conduct a
clinical trial (the "Study”), in accordance with the above-referenced protocol and any subsequent
amendments thereto (the "Protocol’) and Quintiles requests the Site to undertake such Study;

L

India CTA Template 03 August 2010
%!r. Reddy's Laborataries, RI-01-002 |
r. Malini Kilara
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b

i Inspec! source documents, Including bul not limited Lo the hospitall oulpatient! records,
laboratory invesligations relevant to the completion of the case repor forms & other study
related documents

Investigator and/or Institution may hold and represent other clients, but such work should nol
conflict with Invesligator's and Instilution's Services for Quintiles, as mutually determined by
Investigator, Institution and Quintiles Investigator and Institution shall disclose to Quintiles in
advance and in writing the specific nature of any potential canflict of interest or personal interest
in any proposed services. Investigator and Institution represent and warranl that execution of this
Agreement and performance of the services described in this Agreement do not and will nol
breach any other conlractual andfor legal obligations or the applicable policies of any third party
{including but not limited to an agreement in the nature of a confidentiality andfor non-disclosure
and/or non-compelition agreement) and do not require the consent of any other person, or that
the proper consent has been obtained.

ACKNOWLEDGED AND AGREED BY QUINTILES RESEARCH (INDIA) PRIVATE LIMITED:

By:
r—— Director
Title: India

Date: _[\§ O(7 9018

ACKNOWLEDGED AND AGREED BY M. S. RAMAIAH MEDICAL COLLEGE AND
HOSPITALS:

Name: DE D € Sundaresh

Title:  President-Clinical Research

Date: sy lal 2012

ACKNOWLEDGED AND AGREED BY THE PRINCIPAL INVESTIGATOR:

% L M

Name: Dr Nalini Kilara
Date: a0 @eplaoid

India CTA Template D3 August 2010 CONFIDENTIAL

[Or. Reddy's Laborateries. RI-01-002 )
B
QL & {(-f d\)
PRIN

D Nalini Kilara
| IPAL AND DFE
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IT IS THEREFORE AGREED AS FOLLOWS:

o~

-
Clinical Trial Agreement between Biogen Idee,

Dr. R Srinivasa, M $ Ramaiah Medical College & Hospital and PRA
205ME301

CLINICAL TRIAL AGREEMENT
This Agrecment is made on 26" July 2010  between Biogen Idee Lid of 70, Norden Road,
Maidenhead, Berkshire, SL6 4AY, England, (Biogen Idec),and j

Pharmaceutical Research Associates, India Pvt. Ltd. located at 402, B Wing, Business Square,
Andheri — Kurla Road, Chakala, Andheri (E), Mumbai 400 093, India (“PRA" or “CRO"), and

Gokula Metropolis Clinical Research Centre, M S Ramaiah Medical College and Hospitals
located at MSRIT Post, Mew BEL Road, Bangalore- 560054, India (the fastitution) and

Dr. I Srinivasa located at Dept. of Neurclogy, M 5 Ramaiah Medical College and Hospitals,

MSRIT Post, New BEL Road, Banpalore- 560054, India (the fnvestipator).

WHEREAS, Biogen Idec is sponsoring a multi-centre clinical study involving patients on DAC-
HYP (Daclizumat) (the Product) to be entitled “Muliicenter, Double-blind, Randomized, Parallel-
group, Monotherapy, Active-control Study to Determine the Efficacy and Safety of Dacliz

High Yield Process (DAC HYP) versus Avenex® (Interferon f-Ia) in Patients with Rdap%%
Remitting Multiple Selerosis®, (protoco! Lumber 205MS301 (the Stndy); £

WHEREAS, the Investigator is an employee of the Institution and wishes to participate as a cli
investigator in the conduct of a trial at the Institation to form part of the Study (the Trial), and
WHEREAS, solely for the purpose of cnabling the CRO to make payments on its behalf, the p {ie
agree that CRO shall be a party to this agreement for the sole purpose ef making such pa
hercunder, and CRO shall have no other rights or obligations under this agreemenl.

Subject matier of this Agreement

]

{a) Biogen Idec entrusts the Institution and the Investigator to conduct (he Trial in ncc:on%nce
with the provisions as stipulated in the Study protocol governing the Trial (as may be
amended from time to time, confirmed in writing by Biogen Idec and appmvé? e
procedure prescribed by the Applicable Laws and Regulations) (the Profocol). t;_:

(b} The provisions as stipulated in the Protocol, the respective schedules and the:i;fn
documents, including the informed consent of subjects parlicipating in thé} T
Subject(s)), shall be binding on the parties and thus constitute an integral art
Agreement. This shall apply accordingly to any amendments of the Protogbl
resulting new versions of the Pratocol.
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BIOGEN IDECLTD.

Clinical Trial Agrecment between Biogen Idec,

Dr. R. Srinivasa, M § Ramaiah Mecdical College & Hospital and PRA

205M3301

{z) No waiver. No failure or delay by a parly in exercising any right or remedy provided by law
or pursuant to this Agreement shall impair such right or remedy, be construed as & waiver, or
preclude its exercise al any subsequent time. No single or partial exercise of any such right or
remedy shall preclude any other or further excrcise of it or the exercise of any other right or

remedy.

IN WITNESS WHEREOF, Biogen Idec, the CRO, the Institution and the Investigator have
cxecufed this Agreement (in the case of Biogen Idec, the CRO and the Institution) through their duly -

authorised representatives on the date written below.

 PHARMACEUTICAL RESEARCH

ASSOCIATES IN&}A PRIVATE LIMITED
n..m‘ﬂ,l'lﬂ

By: | L L N
wfhorised Signature

Mame: Dr. Pramod Kabra

Titler Director of Clinical Operations

Date: D)~ S“Uil{hlﬂfﬂ)

INVESTIGATOR

By: rﬂé—\"’
A=

Mame: Dr. R, Srinivasa

Title: Principal Investigator

0 iﬂﬁﬁ\ﬁi

Date:

BIOGEN IDEC LTD.

vy
JpEl ez
Adiforised Si,fmmm

By:

Mame:

Senior Contracls & Qutsourcing Manager
Titie:

T4 SEP 2010

Date;

Blucmm. '
By:
Authorised Signature

Mame: Mm ﬂﬂﬂﬂ
Senior Coniract Manager

Title:

14 SEpP 70m

Dale:

> t
L
Cuainal

I e Tty e b o
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Date: 19.03.2018
To,

Dr. Medha Y Rao,

Principal & Dean,
MSRMC, Bangalore

Dear Madam,
Sub: Sanction of budget allotment for ICMR project entitled: ‘Descriptive epidemiology of unintentional childhood
injuries in India: An ICMR Task Force Multisite study.”

" Me are happy to inform you that the budget for the above mentioned childhood injuries project has been
sanctioned by the ICMR for the period from 26% March 2018 for twa years.

Please find the enclosed grant letter from ICMR budget statement for two years and terms and conditions of the
grants,

Thanking you,
Yours Sincerely,
=13/1F
Dr. Shalini C.
Professor (Principal Investigator),
Dept. of Community Medicine,
Ramaiah Medical College
'PQ:‘Y\E‘F“L | F,'_._L (
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.:f:"l"f'ﬁ.ﬂh TeIEKURD, 2HSHETOT, 26359310, 2RAEST4S,
= o ZOSKRRTI, 265MR818 x
SFAN ERCER B e cv ) [ f 8 “2LERUTRY, 00 1 -2REREISE

2 Hﬁ?ﬁ‘a‘ FrgEasT AFHET Gfiss
£ INDIAN COUNCIL OF MEDICAL RESEARCH
=t TR s, Fa Tz E 4911, 5 ferekt 110 029

V.RAMAL INGASWA!’H‘I BHAWAN, ANSARI HA#.-_&R.-“BET mx 94, NW B}:[.Hl =110 029

Ho,_-sm:-mmq-nca
Dated: 12,03.2018

/7 F GRAM P 7 SCIENTIFIC
Webrsite © wirs demenic.is

Bl bomirhepdsteansad fiic.in

S Ram, W Cﬂﬂege & T-ea.::ﬁing B[gck,
It fﬁ'=_ i

Subject Sman uf Eudget Miuhnem for the ICMR ‘NTF? pm_lect entitled: D_w.-.nptwe Epidemiology of
' ional. - ﬁgm-mwﬁ%mﬂi‘_ hider DroSHating-CedNoayi i

The Director General of the Council sanctions the above mmmﬂnndmd:sdnmmﬂmm[hudgﬂ
allotment of Rs. 59,13 170/~ (Rs. Fifty Nine Lakhs Thirteen Thousand One Hundred Seventy only) for duration of 2

years. (Annexure-1).
- The details of the first vear budget allotment of Rs. 34,084,240/~ (Rs. Thirty Four Lakhs Four Thousand
Two Hundred Fouty only) as defailed i the attached statement (Anmx. 1) for the period from 26% March 2018 1o

25™ March 2019,
The gran!-m-ﬂd will be given subject to the ﬁ:ﬂowmg conditions:

i :mpaynmormegmntmllhemudeiummmmmeﬂminfmermmm The installment of the
mm‘iibapaidgumaﬂyasmmmecommlmmmmmﬁgwmtofﬁs

B

mkdmmmememhmmdmngﬂﬁpmﬁﬁm
4. Tmmofmemnwmrgéﬁgfmmbesu&m:mdm:hecﬂumlm;yyearaﬂer
mpiﬂ:mufwmmﬂasufﬂm;ﬁﬁﬂﬁﬂ' 'aﬂimnthernponm-tnwmqylmdmmmmuf

5. ﬁﬁﬁﬁiﬁmxﬁllwnm:mamd&mmwmmmmmrmdmmm
scheme and will furnish 2 uti lmwﬁﬁmmﬂm&ﬂﬁmﬂsﬁaﬁmmtafﬂmmﬂpmmngmh
ground.

6. Theaﬂmtmnsundmndiﬁnmmmd;medmmwpﬁ{._

*mmsa, o R
'"'-""""':wimaopmafmebwgmwfmmmmAmmuvmia::MRﬁ:r ‘.

nfumatmmﬂmym Theexﬁmd:hmwnﬂusmun:maybemﬁum:hemmmmﬁq 3
under NTF scheme on grant-in-aid basis in the budget of the Council for the financial year 2017-2018. \

3 Cﬂpymgﬂhﬁmﬂ:m:mplesuftbeblﬁgetf Bdmbndgﬂsechnn(Fﬁ:]ICMRformmlauonuf
the Council’s Budget.

4. RIS Cell - s

5. R.F.CNo.CH/NTF/4/2017-18 dated 28.02.2018.

6. Smt. Jatinder Kaur, Prinicipal Technical Officer, ICMR, New Delhi.

Admn, Officer

Lﬁ,) - C/ UPRINCIPALANDBMMGM! ;
, S.Ramalsh Medicsl Colege ,

& Hospital,

Bangalore - 564 054,



Annexure—1

File No. 5/7/1233/2014-RCH

RFC No. CH/NTF/4/2017-18 dated 28.02.2018
Date of Start : 26® March 2018

. (Dr. Shalini € Nooyi, Cobrdinating Unil)
Budget Statement o Two Years)
Paﬁbdﬁ&rﬁ{!ﬁmmﬁmm
E year 2% year Tetal |
868000 1364000
: / i ) [for 4 months) | (for 7
R T T R R i
WW)‘—E&W_@‘! A :
1.3 Upper Divigion Clerk (1) @Rs. 1?,mw “pan 204000 213120 417120
* - 10% increment @ Rs. 760/~ sdded in firther year
s as per ICMR rules 1
14 | Sighistician (1) @ Rs. 32,000/- pm 384000 400630 784680
= HFeincrement (@ Rs. 1300/~ sdded in further year
as por ICMR qules ;
Sub Total of Staff (1.1 to 1L.4) : | 1520800 1918600 3439400
1. Cosatingencies (Recorring & Noa- Recurring) e
13 Stafioneries vl ; 66000 000
2'3 .. # ing .H : - =
2 Sub tetal of Recurring (2.1 10 2.3).| 105000 108000
2 _Laptop - : 40000 0
ol e o P T B s g o
S0000
T500 [
15000 (1]
.- bl BT ; 3'& - "sm ﬂ
B0 mmmm : 7500 0
211 mmﬂmmm&&_ﬁmﬂln . : i '
10030 100060
112 Haqdh&ddrm{#}fur 11 sites+ 1 more device for - (1]
OCU, ICMR Hgrs ~ £75000 675000
2.13 Soﬁwnrebem::pnmt -5 250000 150000 400000
s-hmtalafm mm(utnﬂs; 30000 150800 1270000 -
3.1 Wﬁmmm S0000 50000 100000
32 ﬁhﬂﬁﬂl‘*hﬁﬁ:rﬁmgnrﬂmmmmaum 250000 0 250000
33 Ammmmmlﬂm | 20000 0 RS
- o 3 =
43000
'Emmiﬁll&nmc!hﬂhﬂd[mm : : :
&7 i Travel for field investigator - from field to PI's office | 18000 12000 30000
__| for monthly review mecting
38 Visits for bealth education by co investigator, sfter a 25000 25000
dila collection :
Sub Total of Travel | 574000 2310040 BOS330
4. I Over head Charges @ 5% | 81440 101330 182770
Grand Total of (1+2+3+4) 3404240 I508930 5913170 A

L 3 fr] l Ei . il obratan’
&J\;_ PRINCIPAL AND Di:r
Bangalere - 558 054,



Annexurel— 11
File No. 5/7/1233/2014-RCH
RFC No, CH/NTF/4/2017-18 dated 28.02.2018

D

:ﬁ:yr-urs

Date pf.ﬁtm Marqh 2313 .

(Dr. Shalini C Noayi, Coorinating Un.n} .
Budget Statement for Fivst Year)
Peri '--m;miah 50.3019)

F:e.ld Irwe :ga:or (4) @ R,s 31 L000/- p m

Bangalers - 560 054.

11
FERT mwn@ z ‘zmaf-mom"{m mgz :
1 36400-pm e
13 Upper Division Clerk (1)@1{3 1? 000/~ p.m
* 10% increment @ Rs. 760/~ added in further year as per ICMR rules
14 | Statistician (1) @ Rs. 32000/-pm 384000
*_10% increment @ Rs. 1390/ added m further year as per ICMR rules
* Sub Total of Staff (1.1 to 1.4) : | 1520800
2. Cunﬂenﬂﬂ {Emming & Nan— Recurring)
2.1 Stationeries 60000
22 Intmié; 24000
23 | Contingencies 24000
Sub total of Recurring (2.1 to 2.3) | 108000
' Mxé-‘&a :-"' s
23 ) = e i = n
2.6 Training of trainers “m-kshnp [FI and one co mvest:g&tm‘] 30 PERSONS A
including field visit: 50000
2.7 I’mmgmalﬂwﬁagnmnw& {ninﬁ,qg {7300
2.8 | Translation info Iyﬁmﬁa {15000
2.9 Report preparation and jrmtmg 50000
2.10 | Health eliu.{:aﬁ(m inaterial poster 1500
2.11 | Health education miterial Mhiﬂ
2.12 | Hand held device (4) for 11 sﬁmﬂ 1 mm dnvme Ibr CCU, ICMR Hars
2.13 | Software Df.vclcpment 25001
Sub total of Non- Recurring (2.4 10 2.13) | 1120
3. vael' : 5
3.1 vaal Tnsk fnncc meetings
3.2 1 Obs e and. mﬂmaﬂmﬁ:r a!l sites. il
i M SR 7 A5 1 T P
{34 | Py ! et PR FRopGT
135 lemleﬂrmm travel for supervisory flaid visits [1 urhlm 1 rura]] ﬁgggn
e Travel Allowanm for Field Investigator
3.7 Travel for field investigator - from field to PT's office for monthly review | 18000
meeting :
38 Visits for health education by co investigator, a.ﬂ.m' data collection 0
Sub Total of Travel | 574000
£ oo | Over head Charges @ 5% | 81440
Grand Total of (1+243+4) 34m1q
kAL b * PRINCIPAL AND DEAX
é, yha M.S.Ramaish Medicat Coflege Aﬁm . Officer
i H‘“th' or Direcior General



ANNEXURE-if

5&C OF THE GRA

i) Approval of the research proposal. and_magmt being released in for. me,
sanctioned and should be exclusively sp rithiny the sti ipulated fime.

Expenditure should on ,qq account: exceed the budge

iv) Thagmntpmdhyﬂm(:ounulshallberemndhdmﬁ.dlhemelnshtuhunrfandmnme
grantee concemed discontinues a schemé midway or does not follow the detailed
technical programme laid down and approved.

v Receipts realized by the Project Officer and the sale proceeds if any, will be remitted to
memtomm ‘as Miscellaneous receipts and should not be utilized for mesting expenditure
on the'scheme.

vi) mtmmmmmmmm basic equipment and other ordinary
mmmmmmmﬁmmmmm
smeoth working of the scheme shall be provided by the institute.

vii) Themﬁemphyedmﬂmmrmmhmemﬂnmmumuasmpmﬁe&u!me
Cwndandﬂwﬂp%mpﬂnfauﬁsﬂfnﬂmhmﬂmpm“mmmmﬂm
) _‘_._ m'ﬂﬂtbﬂ#ﬁ ~ONGEIMITesno -.;.;:'., MW Mﬁwh‘ i

viil) mwmmmmmmrmmmmwmmm"
mmmmmmmmmhyMQm

ix) The first instaliment of the grant will be paid as soon as a report regarding the
mﬁmmwwmmﬁmmmwm
Subsequerit instsiiment of the grant be placed With the

interest thus. m'mmmmmmmmmmmﬂmu be
maaﬁﬁhmmmmﬁﬂnm

xi) The accounts will be subject to audit by the authorized auditors of the Institufion. In case
facilities are not available for such auditing, the account will be audited by the Council's
own internal auditors. Latest be the end of December, following the financlal year for
which the grant is paid, and audit certificate, from the auditors to the effect the ‘“the
account have been audited and that the money was actually spent on the objects for
which it was sanctioned” shall be submitted to the Council.
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xii) Further grants will be stopped unless sudited statements of accounts utilizatidh
certificates are received within a peﬂu-d of one year after the end of the financial year for
which grant.

STORES

xitl) All expenditure and nmmmg:m-mﬁuﬁdiﬁx warh of the enqufn,' snmdﬂ El&_'. :
purdmed in amumanm;wim'ma_ n_:ir}ef{mmun For permanerrt i

; ans (1) anmmame pmp&rty and. fnil
“ifiahire whﬂq the wiua ‘exceeds Rs.1000/-

The financial assistance rendered by the Council should be acknowledged in the any
published acmantufm of which: mamntlsgme -

The: Canpuhliah&d its own Journal “Indian Journal of Medical Research” In
Case it is proposed o publish the paper based on thé work done under the auspices of the
Council in Jomals other than the - MR, the name of the Joumal in which it is proposed fo
Pmlhimdﬁmpapermaypbmehelnmate.ﬁ;ammlufme paper when published may please
be sent ta the Council for information and records.

TERMI N OF ENQUIRY

Prior pamﬂsslun of the Council shall be obtained if the investigator d esired 1o dtsoam#!ue_. _
the enquiry. The reasons for disconfinuing the scheme should invariably . bé stated. The
im&ml'shmﬂdﬁuhmﬁammﬂe&mdd&fadeﬁmmﬂdmkdmawmmmmhﬂ'
rrheﬁatedraﬁaf

hﬁnalwpnnmmquireﬂmhemtmumdwmﬂnunemmmmnnmadalenﬂermmmmnf
the enquiry,

A list {in duplicate) of non expendable and expendable articles, together with property
registers and suggestions for dispasal of the articles should be sent to the Council within & month

from the date of termination of the enquiry.

DL o y ey,
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A Aan - LUSERYE0, 26555707, 26585334, 2589745, T/ GRAM B/ SCHETIEG
. 265ROTI, 26540414 Wih-site - ww domr iz in
SEEFAX “BU1-26555662, 01126589791, 01198580258 Emal : Knshgis@smmdie i

Subject : Pajment of 1" & ﬁnﬂ installment of grant-in-aid for the first year of ICMR “NTF* project
entitled: “Dtscﬂptm: Epid'egr'ﬁnlng; of unintentional childhoog injuries in India: An ICMR Task Force

ﬂxpﬂﬂdﬂnre in csmneuhnn with the above mentioned research scheme, The amount of Rs. 34,04,240/-
may be debited in the provision of Rs. 34,04,240/- made for the above mentioned research scheme for the

This is issued with the 58 ofthe! finsnce year Divn. RFC No. CH/NTF/42017-18 dated

28.02.2018, e

4 For Director General

Accounts Sections V, [CMR

Copy to :- ’

I The Principel and Dean, M.S Ramaiah Medical College, Bangalore — 560 054, An amount of

Rs. 34,04,240/- being the 1= & final instaliment of 1" year will be sent to you-through RTGS. The
s Sanctioned on.the eonidition aid dowa in bur leter refers ) to above.
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_h
THIS ADDENDUM (“the Second Addendum”) is made al Mumbai and entered into on Le day
of_Oc fobex 2016, effective as of zefoct rf 2016 (“Effective Date") by and between

NOVARTIS HEALTHCARE PRIVATE LIMITED, a company incorporated under the Companies
Act, 1956 and having its registered office at sandoz House, Dr. Annie Besant Road, Worli, Mumbai
400 018 (hereinafter referred to as "the Sponsor’, which expression shall, unless repugnant to the

context or meaning thereof, be deemed to mean and include its sucressors and assigns) of the

First Part;

Dr. Pramila Kalra whose designation is Associate Professor and having her address at M.S.
Ramaiah Medical College and Hospitals, New BEL road, MSRIT Post, Bangalore-560054,
Karnataka, India (hereinafter referred to as “the investigator’, which expression shall, unless it be
repugnant to the context ore meaning thereof, be deemed to mean and include his heirs,

executors, administrators and successors) of the Second Part;

AND

M.S. Ramaiah Medical College and Hospitals, New BEL road, MSRIT Post, Bangalore-
560054, Karnataka, India (hereinafter referred to as "the Institution”, which expression shall,
unless repugnant to the context or meaning thereof be deemed to mean and include its successors

and assignee and permitted assigns) of the Third Part,

(The Sponsor, Investigator and Institution may be individually referred to as Party and collectively

as Parties)

\Whereas the Parlies have entered intc a Clinical Trial Agreement dated 27" Jan 2015 &

addendum to the Clinical Trial agreement dated 18" May 16 (the “Agreement’).
AND Whereas the Parties are now desirous of revising the agreement term in the Agreement be
altered as per this Addendum on the terms and conditions hereinafter appearing

H&% ! B
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NOW THIS ADDENDUM WITNESSETH AND IT IS HEREBY AGREED BY AND BETWEEN THE
PARTIES HERETO AS FOLLOWS:

1. The Parties agree that the following term of Addendum to Clinical Trial Agreement dated
18™ May 16 to be substituted and replaced by Annexure 1 hereto.

a. Clause A

5 This Addendum shall be effective from 25" Oct 2016.

3. The annexure hereto shall be read together with the Clinical Trial Agreement dated Zr
Jan 2015 & addendum to the Clinical Trial agreement dated 18" May 16, same and except
the aforestated all other terms and conditions of the Agreement shall remain valid and
unchanged.

IN WITNESS WHEREOF the Parties hereto have hereunto set and subscribed their hands to
these presents, the day and year first hereinabove written.

Novartis Healthcare Private Limited Researcher
Name: Mr. Amitabh Dube 2.6 [1e{té Name: Dr. Pramila Kalra
Title: BU Head-Oncology, India Title: Associate-Professor

Date: Date: 5/“/{ (}

g i sl _
- M\h Instituti

Name: Dr. Manish Mistry
Title: Medical Director-Oncology, India I".'Iama /(
Date: Title: ¥\ \\op naresH SHETTY

Date: catden
.S Ramaiah Clinical Rese

o

arch Centre
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Annexure 1

Study Title: A multi-center, randomized, open-label, Phase IV study lo investigate the management
of pasireotide-induced hyperglycemia with incretin based therapy or insulin in adult patients with
Cushing's disease or acromegaly

Protocol number: CSOM230B2219

All the terms remain the same as in the original agreement dated 27" Jan 2015 & addendum
to the Clinical Trial agreement dated 18" May 16, except for the following

A Clause A mentioned in addendum to the Clinical Trial agreement to be replaced wilh
following:
fo recruit a maximum of 15 patients who would be the subjects of the Trial (the "Study
Patients”) and to ensure their completion of the Trial as per the Protocol,

e
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MANAGE — INDIA - SITE # © 161, M.S_ Ramaiah Medical College and Hospital

CLINICAL STUDY AGREEMENT - MANAGE

This Clinical Study Agreement {hereinafter lhe “Agreement’) is entered into and effeclive this _4]  day of
Albwombpy 2015 ("Effeciive Date) between

Hamilton Health Sciences Corporation, through the Population Health Research Institute with its offices
at Population Health Research Institute (PHRI), Hamilton Health Sciences — DBCVSRI, Hamilton General
Hospital Campus, 237 Barlon Street East, Hamilton, Ontario, L8L 2X2, Canada (hereinafler "PHRI™)
represented by Beena Cracknell, Director of Finance and Contract Services

-and-

CBCI Society for Medical Education,(CBCI) established and registered under the Kamataka Sociefies
Registralion Acl, 1980, having ils address al St. John's National Academy of Health Sciences, John Nagar,
Sarjapur Road, Koramangala, Bangalore-560034, Karnalaka, India, represented by its Secretary (Hereafter
referred as “Society’)

-and-

St. John's Research Institute, (SJRI) a unil of CBCI Society for Medical Education, having its address at
St John's Mational Academy of Health Sciences, John Nagar, Sarjapur Road, Koramangala, Bangalore-
580034, Kamataka, India, represented by its Dean {hereafter referred as ‘Institute”)

-and-

Division of Clinical Research and Training ("DCRT"), a Division of St John's Research Instilute {SJRI),
with its administrative office at St. John's Research Institute, St John's National Academy of Healih
Sciences, Bangalore-560 034 Karnataka; India, represented by, DCRT, Dr. Prem Pais , Adjunct Professor
of Medicine, DCRT and Dr Denis Xavier, Professor and Head, Dept. of Pharmacology, St. John's Medical
College and Head DCRT (hereafter called "National Coordinator”)

-and-

Dr. Sanjay C Desai as the principal invesligator al the Instifulion, with offices al M.5.Ramaiah Medical
College and Hospitals, MSRIT Fost, New BEL Road, Bragalore=560054, Karnataka, India (hereinafler the

“Investigator”) Bangalere /ﬁ"

-and-
M.5.Ramaiah Medical College and Hospitals wilh iz principal place of business at M 5. Ramaiah Medical
College and Hospitals, MSRIT Post. New BEL Road, wmul]ﬁd, Karnataka, India (hereinafter the
“Institution”) I o Alare
The Scciety, The Instilute, National Coordinators, The investigator, PHRI and the Institution are each
hereinafier referred to as a "Party” and collectively referred to as the "Parties”

MANAGE-CTA b’ Page 1 ol 16 #){ | (}}” Zf%:zrl_ i
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MANAGE — INDIA ~ SITE # : 161, M.S.Ramaiah Medical College and Hospital

WHEREAS, PHRI is the sponsor of the MANAGE siudy, "MANAGEMENT OF MYOCARDIAL INJURY
AFTER NONCARDIAC SURGERY" (hereinafler lhe "Project™). the prolocol (hereinafler the "Profocol”,
which lerm shall include any amendments made o the Prolocol from lime lo time) for which has been
developed by PHRI and the Steenng Commiltee (as that commiltee is defined in the Protocol),

WHEREAS, PHRI has an agreement with DCRT lo carry out national coordination activilies in India for the
Project;

WHEREAS, PHRI will be responsible for all payments lo the Nalional Coordinator and 1he Inslitution,

WHEREAS, DCRT, SJRI will be the National Coordination Office (NLO) with Dr Prem Pais, Adjunct
Professor DCRT, SJRI as Chief mentor, Dr Denis Xavier, Professor and Head, Depl. of Pharmacology, SL
John's Medical College as Head (hereafter referred o as “the Nalional Coordinators”);

WHEREAS, PHRI may also conduct substudies (hereinafler the "Substudy (ies)”) in conjunction with the
Sludy, and all references to the Study shall include any Subsludy (ies) that are conducled and the
references lo the Protocol shall include any protocols related to such Subsludy(ies);

WHEREAS, the Invesligator and Insfilution possess the resources and experlise to carry oul a porlion of
the Project for a prescribed fee and wish 1o assisl PHRI and NLO by acling as a centre for the Project. The
Investigator and Instilulion are hereinafler referred to jointly and severally as the “Centre” and the activities
carried out by the Cenire for the Project is referred lo as the “Study™,

AND WHEREAS, the Project has been approved by the Institutional Ethics Commitlee as applicable and
as the case may be (wherein such committee would approve the conducting of Clinical Trial) at the
Institution, and obtained Drugs Confroller General of India approval and other regulatory approvals for
conduct of clinical trial in human subjecls and has been registered on the clinical trials registry of India.

The rights and obligalions of the Parties are oullined below:
ARTICLE 1. PERFORMANCE OF THE STUDY

11 The Institution and the Investigator shall carry out the Study in strict conformance with: generally
accepted standards of good clinical practice, including the Guidance for Good Clinical Praclice of
the Internafional Conference on Harmonization (hereinafter the “ICH-GCP"), the Declaration of
Helsinki (and ils amendmenls); the customary principles of ethical research, the Protocol; this
Agreement; all applicable requirements of Indian Drugs & Cosmelics Act (and its amendments),
other governmental or regulatory body thal have authority with respect lo the performance of the
Study (hereinafter the "Regulatory Authority{ies)”); all applicable laws, regulations and guidelines
governing the conduct of climcal research and the proleciion of human subjecis (hereinafier
"Applicable Laws™).

1.2 The Instilution and the Inveshgator hereby represent and agree thal they have, and at all times
during the course of the Study will have, personnel with appropriate iraining, information, licenses,
approvals, and certifications necessary lo safely, adequalely and lawfully perform the Study in
accordance with the Protocol, ICH-GCP and Applicable Laws. The Study will be carried out under
the directicon and supervision of the Investigator.

1.3 The Investigalor shall, prior to iniliation of the Study and during the conduct of the Study if required,
obtain written approval from the Institutional Ethics Committee (IEC) Ethice Committee, M.S.
Ramaiah Medical College and Hospitals for the Protocol and the informed consent form to be
used al the Instiltion (hereinafter the "Consent Form™), Any changes 1o lhe Consenl Form must
be approved by IEC, NLO and PHRI

14 The Investigator shall obtain a compleied and signed Conseni Form from each eligible subject
("Subject™). Eligibility will be defined by the Prolocol. Each Subject is given a copy of the signed
consenl form and original i1s kept safely throughout the duration of the study. The Investigator shall
follow local regulatory reguirements

MANAGE-CTA &4 Page 2 ol 16 #
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MANAGE ~ INDIA - SITE & | 161, M.5.Ramaiah Mediczl College and Hospital

IN WITNESS WHEREOF, the Parties hereio have caused this Agreement lo be duly executed in three (3)
counterparts, each of which shall be deemed lo be an onginal, as of the day and year firsl above written.

Investigator:

3
&j\«f\\‘hﬁ-' Date: A 0W -)3- 0y

Signalure (YYYY-MM-DD)

Name: ‘BH Apayad D dan

Hospital name and city: M- & - RamalA  MEDICAL CollEgE AnND HOSPITALL, AN &AM
(Kindly handwrite in block letters)

-and-
On Behalf of the Institution:
EF-—‘_,..__’\_QQ\GA{:)_,_, i 20(s -l 2-~0%".
Swnature (YYYY-MM-DDY

Name: PE- D .. CunPARESH.

Hospital name and city: ¥1- € -RAMAIAH  MEbDIcAL  COLLEGE AND HoLPIMLL, 2AN GAlope
(Kindly handwrite in Biock letiers)

-and-

On Behalf of CBCI:

\{—#\\ék_,a_ ) Dale: Ek;/r'fjA of ¢

Signature

Name: . Dr Fr. Paul Parathazham (YYYY-MM-DD)
Secretary, CBCI Society for Medical Education

St. Johns' National Academy of Health Sciences

Bangalore
-and-
On Behalf of SJRI
i lﬁafi;;:ﬁl‘_ Date: Sﬁ—fl' iy
Signalure — (YYYY-MM-DD)

MName: Dr. George D'Souza
Dean, St John's Research Instilute
Professor of Chest Medicine, St. John's Medical College

MANAGE-CTA s . I'ng:llnl'lﬁfﬁ"f
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MANAGE ~ INDIA - SITE & -

-and-

On Behalf of NLO:

e

P
Signalure
Dr. Denis Xavier, MD
Professor and Head, Dept. of Pharmacology
St. John's Medical College
Head, Division of Clinical Research & Training
St John's Research Institute, Bangalore

L
Signature = %

Dr. Prem Pais MD

Adjuncl Professor, Division of Clinical Research and Training

St John's Research Instilute

-and-

161. M.5.Ramaiah Medical College and Hospital

Date:

On Behalf of Hamilton Health Sciences Corporation ("PHRI")

Name: Beena Cracknell ;
Paosition: Director, Financial and Contract Services, Population Health Research Institute

Date:

2018-1]-09

(YYYY-MM- DD}

ulswl]* (A

(YYYY-MM-DD)

OIS - Now -G

(YYYY-MM-DD)

.

clm' AND DEAN
LR s' Hmesh Medical Cotlese
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This CLINICAL TRIAL TRIPARTITE AGREEMENT is made on this © 3 Day of _ Jula 2015

by and between,

The Himalaya Drug Company, Research and Development Centre, Makali, Bangalore-562 162
[hereinafter referred to as the "SPONSOR™ (1st party)] which mean and includes its successors
and permitted assignees,

And
Dr. Kirthi Koushik, having his place of work at M S Ramaiah Medical College and Hospital, NEW
BEL Raod, MSRIT Post, Bangalore, Karnataka, India,, [hercinafter referred to as the "PRINCIPAL

~ INVESTIGATOR"(2nd party]], ﬁ
; - .}.‘-F_'_T_?_ 1.7
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And

M S Ramaiah Medical College and Hospital having its principal place of business at
Mew BEL Road, MSRIT Post, Bangalore, Karnataka, India., [herein after referred to as
the "INSTITUTION" (3rd party)] which shall include its successors, assigns,
representatives, affiliates, and subsidiaries.

(The "SPONSOR", "PRINCIPAL INVESTIGATOR" and "INSTITUTION" are collectively
referred to as "Parties” and individually as "Party")

WHEREAS,

A) The SPONSOR is a pharmaceutical company involved in the research,
development, manufacturing and sale of various Ayurvedic medicaments.

B) The INSTITUTION is a reputed medical college and hospital in Bangalore,
provides a variety of clinical trial studies to evaluate the efficacy and the
safety of the drugs.

C) The SPONSOR intend to perform study related duties and functions for the
Project No. HDC/CP{PP/015/2014 entitled “An Open Label, Comparative, Three
Arm, Randomized, Parallel Clinical Study to Evaluate the Efficacy and Safety of
Turmeric Oral Rinse in Oral Mucositis during Cancer Chemotherapy and
Radiotherapy"; and had a discussion with the INSTITUTION regarding the same,

D) In pursuant to the discussion, the INSTITUTION represents that it has adequate
infrastructure and necessary expertise in performing and conducting such
clinical trials in compliance with ICH-GCP and EC approved protocol. Further,
the INSTITUTION agrees to conduct a clinical research study for the SPONSOR
in accordance with the Protocol and on the following terms and conditions as
given hereunder. The INSTITUTION in consultation and approval of SPONSOR
has appointed Dr. Kirthi Koushik as the Principal Investigator to conduct the
clinical trial for the SPONSOR in the premises appraved by the INSTITUTION in
compliance with ICH-GCP and EC approved protocol.

E) Principal Investigator is suitably qualified and experienced and working at the
INSTITUTION. Principal Investigator has the authority and extends the
willingness to conduct the Study atl the INSTITUTION in compliance with ICH-
GCP and EC approved protocol.

NOW THEREFORE, in consideration of the promises and mutual covenants contained
in this Agreement, and other good and valuable consideration, the receipt, adequacy
and legal sufficiency of which, are hereby acknowledged, the parties mutually agrees

as follows: p L[ LS
B .. -
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1. DEFINITIONS

1.1 The following words and phrases have the following meanings:

a] “Agreement” means this agreement comprising its clauses, schedules and any
appendices attached to it.

b) “Auditor” means a person being a representative of the SPONSOR who is
authorised to carry out a systematic review and independent examination of
Clinical Trial related activities and documents to determine whether the
evaluated Clinical Trial related activities were conducted, and the data were
recorded, analysed and accurately reported according to the Protocol, the
SPONSOR's Standard Operating Procedures, ICH GCP and the applicable
regulatory requirements,

¢) “Clinical Trial/Study" means the investigation to be conducted at the Trial Site
in accordance with the Protocol numbered HDC/CP/PP/015/2014

d) “Clinical Trial Subject” means a person recruited to participate in the Clinical
Trial,

e) “Confidential Information” means any and all information, data and material
of any nature belonging to the INSTITUTION or to the SPONSOR andfor its
Affiliates which either Party may receive or obtain in connection with this
Agreement which is Personal Data or Sensitive Personal or other information,
the release of which is likely to prejudice the commercial interests of the
INSTITUTION or the SPONSOR respectively, or which is a trade secret, including
Know How.

f) “ICH GCP" means the International Conference on Harmonisation -Good
Clinical Practices.

g) “Intellectual Property Rights" means patents, trade marks, trade names, service
marks, domain names copyrights, moral rights, rights in and to databases
(including rights to prevent the extraction or reutilisation of information from
a database), design rights, topography rights and all rights or forms of
protection of a similar nature or having equivalent or the similar effect to any
of them which may subsist anywhere in the world, whether or not any of them
are registered and including applications for registration of any of them.

h) “Investigational Medicinal Product” means the study drug or control materials
as defined in the Protocol.

i) “Know How" means all technical and other information which is not in the
public domain (other than as a result of a breach of confidence), including but
not limited to information comprising or relating to concepts, discoveries, data,
designs, formulae, ideas, inventions, methods, models, procedures, designs for
experiments and tests and results of experimentation and testing, processes,

o B e YhR
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Protocol Title

Protocol Number

Frotocol Version

Date

EET.

| .
aimalava
SIGNATURE PAGE

“An Open Label, Comparative, Three-Arm, Randomized,
Parallel Clinical Study to Evaluate the Efficacy and
Safety of Turmeric Oral Rinse in Oral Mucositis during
Cancer Chemotherapy and Radiotherapy”

HDC/CP/PP/O15f2014

1.1

19/06/2015

The Himaiaya Drug Company
Research and Development,

Makali, Bangalore -562 123
Tel: 08022169999

We approve the protocol as specified above

Sponsor Representative
Dr. Ramanand S. Nadig MD

I

P
>

Principal Investigator
Dr. Kirthi Koushik

£

Signature Sigﬁature
m CIL‘ i\)
PRINCIPAL AND DEAN
Study Protocol of Turmeric Oral Himt_mmmimi 2
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Investigators statement of agreement

I have fully reviewed all the information available on the investigational product namely:
Turmeric Oral Rinse. | consider il is safe and ethically justifiable to study the safety and
efficacy of the investigational product mentioned above, according to the agreed protocol. |
shall conduct the study in full accordance with this protocol and all applicable laws and
regulations, including but not limited to current Good Clinical Practices.

Principal Investigator's Name: Dr. Kirthi Koushik

Signat}

Hﬁw% -
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AMENDMENT 4'TO THE CLINICAL TRIAL AGREEMENT -
wpr e stame b recisTration INDIAR=UUOUTUUL peese
This Amendment 4 (the "Amendment’) lo the Clinical Trial Agreement is between:

M.5 Ramaiah Medical College and Hospitals, having a place of business al MSRIT Paost,
New BEL Road, MSR Magar Bangalore-560054, India (the "Institution”) e s
E'I'“:lﬁ IL"E.EE"C: m'\r Pui

- LRCANT ERRAES, RINRAR

Dr. Anil Kumar N., having a place of business at Dept. of Medical Oncology M.S Ramaiah
Medical College and Hospilals, MSRIT Posi, New BEL Road, MSR Nagar Bangalore-
560 054, India (the “Investigator")

and

Ecron Acunova Limited (Formerly known as Manipal Acunova Limited), having registered
office al Mobius Towers, SJR-I park, EFIP, Whitefield, Bangalore - 560066 India (the
ILCRD!!}

This Amendment is effective as of the dale last signed below.

WHEREAS, CRO, Investigator and Institution are parties to the Clinical Trial Agreement
dated as of Oclaober 30, 2014 ("Agreement"} and Amendment 1 dated February 11, 2015
and Amendment 2 dated June 10, 2015 and Amendment 3 dated July 28, 2015 in
connection with the Protocol entitled "A Phase Il Randomised, Double-Blind, Parallel Group,
Multicentre Study to Compare the Efficacy, Safety, Pharmacokinetics and Immunogenicity
between SB3 (proposed trastuzumab biosimilar) and Herceptin® in Women with Newly
Diagnosed HER2 Positive Early or Locally Advanced Breast Cancer in Neoadjuvant Setting”
under the protocol number 5B3-G31-BC, dated November 08, 2013 as further amended,
modified or otherwise supplemented (the "Protocol”); and the Parties desire to amend certain
provisions of the Agreement

NOW THEREFORE, in consideration of the mulual promises and covenants set forth herein
and other good and valuable consideration, the receipt and sufficiency of which is hereby
acknowledged, the Parties hereby agree to amend the Agreement as follows.

A. Change in Principal Investigator:

Dr. Vinayak Maka who is one of the parties (Invesligator) io the above mentioned
Clinical Trial Agreements is no longer a part of the study team and has duly transferred
all the study related responsibilities to Dr. Anil Kumar. With effect from the execution of
this Agreemant, Dr. Anil Kumar will be the new Investigator and Dr. Anil Kumar shall be
liable for all the responsibilities of the Investigator mentioned in the Clinical Trial
Agreement (CTA) and its Amendments dated October 30, 2014, June 10, 2015 and July
29, 2015 respectively.

B. Pa}f- ee Details:

Section 1 mentioning the Payee Information under Exhibit A of lhe Agreement shal| be
amended as follows in accardance with the circular received from the institution dated
February 01, 2016:



i Payee Name M S Ramaiah Clinical Research Centre

Gate no. 3, Gnanagangothri Camﬁus. re=

Payeec Address Mew BEL Road, MSRIT Post,
[ Bangalore 560054
Tax |ID Number AAATGITTIQ

All lerms and conditions of the Agreement not expressly amended by this Amendment
remain in full force and effect.

The Agreement shall be read and construed in conjunction with this Amendment as an
integral part thereof.

IN WITNESS WHEREQF, this Amendmenl has been executed by the Parties hereto
through their duly authorized officers on the date(s) set forth below:

ACKNOWLEDGED AND AGREED BY CRO:
&knr.,- —
BY: ] - e T
Name: Dr. Sud Balaraju
Title: Head of Clinical Operations
Date:

AND /
BY: ’—k\ﬁh}}’/

Mame: Ms. Ankita Tiwari
Title: Company Secretary
Date: 30- Ava ol L

ACKNOWLEDGED AND AGREED BY Investigator:

BY: ) W"L-’

Mame; Dr. Anil Kumar

Title: Assistant Professor, M.S Ramaiah Medical College and Hospilals

Date: 8- JeP- 20)4.
ACKNOWL AND AGREED BY Institution:
BY: —

Mame: Dr. MaresL Shetty
Title: President, M.5 Ramaiah Clinical Research Centre
Date: (i- (eP-2olb i

o

i g o
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El Lilly and Company |indial Pvt, Ltd.

Plot No. 92, Secler-32, Gurgaon - 122000 Haryana
Phone:+971-124-4753000
Faw:+F1-124-4753012-13-14

CIN - U2423FHRI1PIIPTCO3LABAE

Website : www lillyindea, co.in

OUS Templates
OUE LOA
Revised: 07 2014
21 Jul 16

Ir Nalini Kilara

M. S Ramaiah Medical College & Hospital
MSRIT Post, New BEL Road

Banpalore, Kamalaka — 560054

Dear Dr Kilara:

This agreement (*Agreement™) is by and between Eli Lilly and Company {(India) Pvi. Lid. {*Lilly}, Dr.
Nalini Kilara, the principal investigator (“Investigate™), and M. 8 Ramaiah Medical College &
Hospital, MSRIT Pest, New BEL Road. Banpgalore. Karnataka - 560054 (“Institution™) for the
performance of the study (“Study™), entitled, “4 Randomized, Double-Blind, Placebo-Controlied,
Phase 3 Study to Compare NSAI fAnasirozele or Letrozole) plus Abemaciclib, a CDK4 and CDK6
Inhibitor, or pins Placebo, and to Compare Fulvestramt plus Abemacielib or plus Placebo in
Postmenopausal Women with Hormone Receptor-Positive, HER2-Negative Locoregionaily Reeurrvent
o Metastatic Breast Cancer”™ protocol I3Y-CR-JPBQ (“Protocol™), which Protocol is incorporated
herein by reference.  Investigator is an employee of Institution. This agreement {“Agreemen!”™) seis
forth the obligations of Lilly, the Investigator and Institution,

. YOUR OBLIGATIONS

Investigator and Institution agree 1o assume the following obligations in executing this Agreement;

A. Conduct of the Study

Investigator and Institution agree that Investigator will persomally conduct or supervise the Study
at Institution and any Lilly-approved sub-sites or satellite sites (collectively *Study Sites™), il
applicable. Investigator and Institution agree that Investigator and Institution will not use sub-
sites or satellite sites in the conduct of the Study unless Lilly has given written approval for use of
the sub-sites and satellite sites. I any portion of the Study is performed by Investigator or a sub-
investigator at a facility or hospital other than Instilution, Investigator and/or Institution shall he
responsible for ensuring thal any such Study Site is aware that it is involved in the Study and
consents to such participation. Investigator and Institution (and colleagues, including sub
investipators) agree to comply with the following: all conditions specified in the Protocol and
Protoco] amendments and/or addenda; Good Clinical Practice Guidelines; the approval of Ethieal
Review Board ("ERB™); and all other applicable national, state and local laws, regulations and
standards.  Investigator and Institwtion shall ensure that all of sub investigators, associntes,
colleagues and employees involved in the conduct of the Study at Study Sites also understand and
agree 1o comply with these obligations and the provisions of this Agrezment.

M [\ﬁ |J PRINCIPAL AND DEAM

.5 Ramaiah Medicat Coflege
& Hospital,




Fatter of Agrecment with Dr. Nalini Kilara (Sited 160 for Trial: 13Y-CR-JPIRO, Dade: 20 Jul 2016

If the foregoing is acceplable, please sign the enclosed Agreement and relurn it to Lilly by:  courier
service (o Sanjay Majumdar, Eli Lilly and Company, Sec 32, Plot 92, Gurgaon, Harvana, 122001,
If you have any guestions, please call Sanjay Majumdar ai +91 124 4753115,

Sincerely,

ELILILLY AND COMPANY (INDIA) PVT. LTD.

(Signature of Authorized Official)

AGREED AND ACCEPTED:
Investigator

Nk Lo

Dr. Nafini .Ji'ffara

A7|7] 2art
Rajeev Sharan Srivastava -Associate Director, {Date) il
Clinical Research
21- JULY -201p,
{Date) )
AGREED AND ACCEPTED:

(Signature of Authorized Official
= PELL"IIR)L*

2t |7l201L

M8 R ah Medical College & Hospital,
Rangaldre
-'L/‘\-...-’/
. ;A NALESH SHETTY

M. PILE Lt

(Typed or Printed Name and Title)

(Daic)

L) 2
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Clinical Trvial Agreement

This Clinical Trial Agreement (“Agreement ™) is exeented on this | 3™ ol Drecember 2016¢°Effective
dade™) by and between

The Centre for Chronie Disease Control, a not lor profit organization incorporated pursuant to the

s of thie Wew Delli, Tndia, Goough ils Division of Olinical icials shich has regisicred office a M

=70, pocket-1sector-2, Dwaraka, New Delhi (bereinafler “CCDC™ which expression shall, unless

it be repugnant to the confexi or meaning thercol, mean and include its afMiliates, successors and

permitted assigns) (hercinalier referred to as "CCDC", which expression shall, unless it be repugnant

to the context or meaning thereofl, mean and include its afTiliates, successors and permitled assigns);
And

Dr Nagamalesh L), M. (“Investigator™)

Currently working al M S Ramaiah Medical College and Hospitals, Department of Cardiology, New
BEL Road, MSRIT Post, Bangalore - 560054

And

M S Ramaigh Medical College and Hospitals, a Multispecialty Hospital having its office al New
BEL Road, MSRIT Post, Bangalore, Karnataka, 560054 (“Institute™, which expression shall, unless
it be repugnant to the context or meaning thereof, mean and include its successors and permitted
assigns)

Recitals

L Whereas, CCDC is engaged in knowledge generation and knowledge (ranslation for
the prevention and control of chronic non communicable diseases in varied sellings ol
the developing countrics;

1. Whereas, CCDC along with the London School of Hygicne & Tropical Medicine
(LLSHTM} have been jointly awarded a granmt by the Indian Council of Medical
Research (ICMR) under ICMR- Medical Research Council, U.K (MRC) initiative on
chrenic non communicable diseases for the performance ol the Study noted below.

15 Whereas, the Investigator is desirous of participating in the Study and has agreed 10
do so on the terms and conditions as contained in this Agreement.

V. Whereas, the Instifute has agreed to provide certain facilities to cnable the
Investigator to conduct the Study as per the terms and conditions contained in this
Agpreement.

Y. Whereas, CCDC, hased on the representations made 1o it by the Investipator and the

Institute, wishes to engage the Investigator and Institute for the said purpose.

LY |9 .
Mfs&%’&&@ @/ b
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MNow. therefore. i light ol the mutsal promises and consideration. the adequaey whereol is hereby

acknowledged,

Articles:

the Parties agree and covenant as under.

1. Definitions & Inferpretation

11 Az wsed anvwhere in this Aereement, the following lerms shall mean and be interpreted io
convey the meanings ascribed thereto in this Arlicle 1;

1.1.10.

L2

1.1.13.

“Confidential Information™ shall have the meaning as ascribed thereto in Article
0.4

“Effective Daie” shall mean 15/12/2016

“Institute™ shall mean M § Ramaiah Medical College and Hospitals, and includes its
direclors, representatives, agents and employees and/or professional consultants;

“Intelleciual Properiy™ shall have the meaning as ascribed thereto in Article 7.1;
“Materials™ shall mean clinical supplies or medical devices or I'T hardware/sofiware;

“Party™ or “Parties™ shall mean and refer 1o CCDC, the Institute and the
Investigator as referred to individually or collectively, as the context permits;

“Records” shall have the meaning as aseribed thereto in Article 3.8;

“Sponsors™ shall mean institutions which takes responsibility for the initiation,
management and/or financing of the study i.e. CCDC and London School of Hygiene
and Tropical Medicine {LSHTM) (hereinafier “Sponsors™) )

“Study” shall mean (he study titled “Effects of a yopa based cardiac rehabilitation
programme (Yoga-CaRe) on cardiovascular Health : a clinical trial (India) and
mechanistic study (UK)” to be performed by CCIC in accordance with the

provisions of the ICMR guidelines, declaration of Helsinki{2008) and ICH pood
clinical practice guidelines{1996),;

“Study Intervention™ shall mean “yoga based cardiac rehabilitation programme
{Yoga-CaRe)™;

“Study Term™ shall mean the period commencing from the Effective Date amd
ending on the date of completion of the Study.

“Study Team Members” shall include. without limitation, the Site Investigator,
Co-investigators, Study coordinators, Yoga Instructor; and

“Subjects™ shall have the meaning as ascribed thereto in Arlicle 3.3
N’“ PRINCIPALANDD
S.Ramaiah Medical
. Hospital
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Mo party shall waive any portion of the Agrecment or any breach or default hereunder,

CODC shall have reasanable aceess oo site of e evestigator and? or the Tnstitute ol

project Tacilities, diug records, subject tecords, case reports, and other reconds direetly
related o this Stady, subject o applicable laws and repulations, doring regalar business

hours and with reasonable prior notice

1213

Any notices related to this Agreement or regoired herein shall he in writing and delivered

by first class mail. postage prepaid, facsimile or by email e the parties as follows:

Name
Fosial Address

P'hone number
Fax Number

cene

Dir, [} Prabhakaran

Centre for Chronic Disease
Control,

Mot Nod 7, Sector 44,
Ciurgnon-1 22002
0124-4781400
G124-4722501

Dr Nagamalesh UM

M S Ramaiah Medical
College and Hospitals,
MNew BEL Road, MSRIT
Post, Bangalore - 560054
080-23602083
080-23601983

Fomail niddress

dprabhakarani@eedeindin org

nmaleshigiya hoo.coin

Instifute

Dr Naresh Shetty

M 5 Ramaiah Medical
College and Hospitals,
New BEL Road, MSRIT
Post, Bangalore - 560054 |
050-23602983
(80-23601983

naresh sﬂ@gh_l.n-ll com

Ny
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IN WITNESS THEREOF, the parties have coused tns Agreement 1o be executed by their duly

athorized representatives,

Centre for Chronice Disease
Conlrol(CODC)

By P'rincipal Investigntor:

1. Prabhakaran, MDD, DM, M.5¢

Title: Execulive Direclor

Centre for Chronie Disease
Control (CCDC)

Signature:

],'_.:.- )_.: _'_'1-1"3:.':\?!:1
Vg )
WF

W 72

Investigator

By Sile Investigatlor:

Dr Napamalesh 11 M

Title: Associate Professor,

Department of Cardiology

M S Ramaiah Medical
College and Hospilals

Signature:
N

Date: .}_E |_Ia I&_ﬂ It

P[@awd

PRINCIPAL

M S Ramaiah Medical
College ad Hospitals

By Anthorized
Signatory:

I Naresh Shetiy

Title: President - M S
Ramaiah Clinical
Itesearch Centre

s 2

DR. NARESH SHETTY
Presidean
M.5.Ramaiah Clinical Ressarch Centre

DEAM
gdica Cofiege

& Hmm"-

Bangalore - 560 054.
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Apypresiedex |

Site Budget (24 manihs)

L Particalans | Amouat (INR)

I 1.8ite Manager (1) Rs 1948 1/-for 24 months _ 467544
2, Y oga trainer (1) Rs 150804 for 24 months 361920
3. Physician Fec(Rs.250/- patient) i)
4.Lxpense on yoga venue —— 20000
3.Communication and Postage (3300/- per month) 79200
6.Photocopying & other consumables (1250~ per month) 0000
7.Expenses towards travel reimbursement for participants/Refreshments | 40625
Overheads @6.6% W 75358

| Total =~ _ | u3n4y
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CLINICAL TRIAL AGREEMENT

This Clivical Trial Agreciment (" Axreement™), s entored mio as of 17 Januvary 2007 (" Effective Date)
between Medical Technotogy Transfer and Services Hong Kong., located al No 26, Lane 41 An Duong Vuong. Tay
Ho, Hanoi, Viemam ("MTTS™), and M.8. Ramaizh Medical Coltege and Hospatals, having s administrative
offices ur New Bel Road, MSRIT Pastr, Bangalore, 560054, India {~Institation™} and seis forh the lerms aid
cenditions under which MTTS is willing to provide 1o nstitution Product (as defined below) 1o conduct 4 clinica:
trial (ihe “Study”™) of MTTS"s product comprising, meorporating or derived from any Continuous Positive Adrny
Pressure machines and associaled produets that are supplied by MTTS 10 Instiiution (the "Produet ), in aceordance
with o mutually agreed profocel theretor and under the supervision of Tr, Praddecp GO Marnlusiddagpa (1he
“Investigatar™) all as ser forih herein below

NOW. THEREFORL, in consideration of the mutual covenins and premises lierein conained, e itrlics
herelo agree as follows:

l. Third Parties. The pmties acknowledse that the Welleome Trust Limited {"Welleame™ ) has provided
fimding for the Study under a funding agreement (“Funding Agreement™) with MTTS, Wellcome lias cerlan
rights under the Funding Agreement as provided herein.

for the Study. The murually agreed protocol (the " Protocal”) shall be anached 1o this Agreement as Exhibi A and
incorpornted herein by this reférence, fnstitution shall mot initiate 1he Study prior o mulual agreement of the
Protocol and receiving training on use of the Product as described in Section 9. The lostitution shall nat. and shatl
procwe (hat the lnvestigator shall not, use the Product provided under this Agreement for anv purpose etlier that
the Study.

2 Study Protocol. Prior Lo initiation of e Study, Instittion and M1TS shall mutually agree on e protoso!l

kR Access to Insfitution and Investigator. lnstitution agrees that MTTS or its desivnce shall have
reasonable aceess during normal working hours and at mutually agreed limes to visit the promises where e Study
15 being conducied {The "Study Site™), Upon reasonable request by MITS or its designee, Investigator and those
employees, students, contraetors and subconiactors of Institulion working on the Swidy {collectively. including
Investigator, the “Study Personnel™} shall be available for discussion with MTTS or its desiunce, A MTTS s
request, onc or more Study Personnel may participate as observing members of a research sieering Zroup
overseeing the Study,

4. Applieable Law. Institution shall, and shall procure it Investigator shall conduet the Study in
accordance with the Protocol, the Wellcome Requirements, and all Applicable Laws, “Applicable Laws™ means
iy statutes, niles, regolations and ordmances applicable to the Institution or MTTS, including 1he provisions of the
Drugs sand Cosmeties Act, 1940, the Drogs and Cosmelics Rules, 1945 and the Good Clinical Practice guidelines as
issued by the Central Drugs Standard Control Organisation, Ministry of Tlealth and Family Welfare, Govermment of
Indin ("GCP Guidelines”™), and the current highes! standards of medical and clinical research practice. The
"Welleome Requiremenis” means the provisions st out in Exhibit D

5. Ethical Approvals, Insiitulion and Investigator agree that research under the Study shall {a) comply witls
the World Medical Association’s “Declaration of Helsinki — Ethical Principles for Medical Research Involving
Human Subjects 2008" as amended from time to time; (b) he subject 1o appropriate ethical review procedures
equivalent (o thase that would be requived if the research were to be carried out in the UK and (¢) comply with all
applicable local legislation including the GCT Guidelines; and (d) be approved by 1he local ethical review process,
Priar 1o the initiavion of the Study, Instituion shall, and shall procure that Investigator shall (i) obtin all applicable
ethical approvals, including approvat by an Instituiional Review Board (*1RB™) of the Prolocol, the investigator
brochure and the informed consent form o be used in the Siudy and (i1} provide MTTS with a copy of sueh

approvals.
: ; Page 1 of 35
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6. Informed Consent. Institution shall, and shali procure that Tnvestigator shatl obimm 3 sigped mlormed
consent form ron each subiject or their authorized legal guirdian 1o (e Study (each o "Study Subject | and
inform each Study Subjcct of possible side ellects of he Product. Investiigator shall pramply notily MUTS ol any
serious or unexpected evenl whether or not it has been defermined w be attributable 1o the Product

7. Study Records. Institution shall, and shall procure thut fnvestigator shull collecl and maintain approprite
secords for cach Study Subject meluding completing case repard Torms in a form mutually apreed by the parties for
cach visit (cach, a * CRE™, and, as applicable, laboratory notebooks sufficient to establish any Inventions made (ay
defined in Section 13 below), Institution shall maintain such CR¥s, laboratory notcbooks ind ather informzution
(including accountability records, signed informed consents and correspondence with applicable Regulatry
Autharities) from the Study (collectively. "Study Records™) in accordanue wilh Applicable Laws and shall provide
MTTS with copies of oil CRFs, and upon MTTS s reguest and expense, fostintion shall make wvailablesuch other
information Tor review and copy by MTTS or its designee. “Regulatory Authorilies” meansall nativnal. supra-
national, regional, stite or local agency, depariment, bureau, commission, coancil or othier governmental entity in
any jurisdiction of the wotld with authority over the development, manufaciore, use, marketing or sale ol the
Product. Trs addition, Institution shall allow Wellcome and Regulatory Authorities 1o inspect and copy such fomms
and information as ey may request, Upon completion of the Study, [nstitution shall provide MTTS wilh copies of
the clinical rial data snd the Final Report (prepared by the Evaluation Directoriwathia thirty (30) dayys from the last
subject eurnllment (the “Final Report’),

. De-ldentification of Personally Identifiable Information. In making any portion of Study Records
available to MTTS, Institution shall, and shall procure that Investigator shall fully de-identify all patien
information in accordance with the 1LS. Health nsurance Portability and Accountability Act, as amended
{CHIPAAT)L MTTS will nat disclose protected health infemation or personal data, as defined by HIPAA. w others
except Lor pubiic health purposes, for auditiog purposes, for cmergencics, in subinissions 1o Regulatory Awthorities
for product clearamee or approval, when otherwise required by law or in any manner consisient with the tenng of
any applicable written authorization. Notwithstauding anything ot this Agreement Lo the contrary, all information
ol each party 1o this Agreemen containing personal data of any Study Sulyject shull be handled in accordance with
all applicable privacy laws, rules and regulations.,

g, Supply of Product. [n consideranon of the obligations of nstitution and Investigator and the i rhis
sranted to MTTS hercunder and in support of the Study, MTTS agrees to provide the Produet for the Swdy 1o
listitution as follows:

g MTTS will provide Lo Institwion the Product, os listed in Exhibit I} and incorporated herein by
reference, free of charpe,

b, MTTS shall deliver and provide technical and other training on use of the Product 1o siafl of
Instilution.

1. NO WARRANTY, MTTH PROVIDES THE PRODUCT UNDER THIS AGREEMENT WITHOUT
WARRANTY OF MERCUANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OR ANY OTHER
WARRANTY. EXPRESS OR IMPLIED, AND WITHOUT ANY REPRESENTATION OR WARRANTY TITAT
THE USE OF THE PRODUCT WILL NOT INFRINGE ANY PATENT, COPYRIGHT, TRADEMARK OR
OTHER RIGHT.

11 Compensation. MTTS will compensate Ingtitution for services performed pursuant o the Protocol m
accordance with the payment schedule and budger attached hereto us Exhibit C. Al payments made pursuant Lo this
Agreement shall be inade i Indian Rupees {INR). Su ch payments shall be made free and clearof any deduction or
withholding, except that MTTS may deduet or withhald (1) any taxes, su reharges or other govenmnental charges or
bevies that MTTS is required by Applicable Laws (o deduct or withihold and (ii) any monies that are the subject ol a
hona fide dispute between [nstitution and MTTS, All amounts paid to stitwtion by MTTS are expressed 1o b

Page 2 ol 35




EXHIBIT A (PROTOCOL)

Randomised trial comparing CPAP machines
with reusable vs disposable circuits

STEERING COMMITTEE

Primary Investigator:

Dr Pradeep GCM, MS Ramaziah Medical College
Co-investigalors:

Dr Sharan M, MS Ramaiah Medical College

Dr Prashanth MV, MS Ramaiah Medical College
Other Guidance:

T N Tk st g \ 1 1 1
The Wellcame Trust Research Stecring Group provided assistance and guidance with protocol

design. Members providing lechnical inpul included:

Dr David Millar, Neonatologist, in the role of Consultant to the Wellcome Trust

Dr Gaston Arnolda, Consultant to MTTS

PARTICIPATING SITES
M.S. Ramaiah Medical College, Bangalore, Kamnataka, India.

TRIAL CONTACT
Dr Pradeep GCM
MS Ramaiah Medical College

Email: p_gem@Eyahoo.com
Phone: +91 080 2360 5190

INSITUTIONAL ETHICS COMMITTEE
Shri Justice Venkatesha Murthy (Chairmaon)
Ethics Commitiee

M S Romaioh Medicol College and Hospitals
MSERIT Post, M5R Nagar

BANGALORE 360054

Email: mer_medical@dataone.in; msnmedical@@gmail.com
Phone: 491 080 2360 5190

PIS\.HCHL?‘!ALW fglill
& Hesplial,
Bangalere - 568 954,
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CLINICAL STUDY AGREEMENT

This Clinical Study Agreement (“Agreement”) is made and entered into as of P Dec 301F by
and between, M § Ramaiah Medical College & Hospitals, M. S. Ramaiah Nagar, MSRIT Post,
Bangalore - 560054, Kamataka, India (“Study Site”), Dr. Sanjay .C. Desai, M S Ramaiah Medical
College & Hospitals, M. §. Ramaiah Magar, MSRIT Post, Bangalore - 560054, Karnataka, India
{("Principal Investigator™), and Daiichi Sankyo, Inc., located at 399 Thornall Street, Edison, New
Jersey 08837 (“DSI”), Swdy Site and DS1 are each referred to as a “Party” and collectively as
the “Parties”.

WITNESSETH:

WHEREAS, DS desires that Study Site participate in the conduct of a multi-center clinical study
(the “Study™), based on Protocol No. DU176b-D-U3I2 entitled “A Phase 3, Open-Label,
Randomized, Multicenter, Controlled Trial To Evaluate The Pharmacokinetics
Andpharmacodynamics Of Edoxaban And To Compare The Efficacy And Safety Of Edoxaban
With Standard Of Care Anticoagulant Therapy In Pediatric Subjects From Birth To Less Than 18
Years Of Age With Confinned Venous Thromboembolism (VTE)” (the “Protocol™);

WHEREAS, the Study will utilize Edoxaban (the “Study Drug™):

WHEREAS, the performance of the Study will benefit the Siudy Site and will further the Study
Site’s goals of research, teaching, education and public service; and

WHEREAS, the Study Site has represented that it has the resources to perform the Study in a
competent manner, and in accordance with applicable law and indusiry practice.

WHEREAS, the Study Site agrees that DS will engage Quintiles Research (India) Private Limited,
located at having a place of business at B-101-106, Shapath 1V, Opposite Kamavati Club, Sarkhej
Gandhinagar Road, Ahmedabad - 380 051, Gujarat, India (“CRO") for doing certain monitoring
works on behalf of DSL

WHEREAS, pursuant to a letter dated | February 2016 from the Chairman of Gokula Education Foundation
(Medical) (“Payee™) 1o all stakeholders, the Institution will be operating as a unit of the Payee with effect
from 1 February 2017,

NOW, THEREFORE, for good and valuable consideration, the receipt and sufficiency of which is
hereby acknowledged, the Parties agree as follows:

1. Scope of Work. The Study Site agrees to conduct the Study in accordance with the
Protocol, based on the use of the Study Drug as described in the Investigators’ Brochure, To the
extent any terms of the Protocol are inconsistent with those of the Agreement, the terms of the
Agreement shall govern the conduct of the Parties,

Prodocal Number: DUT76b-D-11312 Daiichi Sankyo, Inc
India CSA_study site and P [rev. 01.14] template dated 25Aug2017
M 5 Ramaziah Medical Collepe & Hospitals _ Dr. Sanjuy C. Desai _ 22Nov2017_ AR_ Clean
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IN WITNESS WIHEREOF, the Parties have hereunto signed this Agreement in their official
capacities as of the date first wrillen above,

DAITCHI SANKYO, INC. (signed by
Quintiles Research {India) Private Limited

as an authorized signatory, on behalf of DST) M S Ramaiah Medical College anil
Hospitals:
Al
By: M = By: : “"_/,L o
Name: Suneela Thatte Mame: Dr, Naregh §hetty
Title: Vice President, Global Operations Title: President — M S Ramaiah Clinical

Research Center

pate: o2 | Nov | Q01% owe. 02 Dec 201%

PRINCIPAL INVESTIGATOR

By: d,\'w-«‘\‘é-'l--h '

Mame: Dr. Sanjay .C. Desai

Title: Principal Investigator
Date: Oa DEC or 3

Protoce | Mumber: DU 1 760-D-U312 IDaiichi Sankyo, Inc
India CSA_study site and PI frev, 01.14] remplote dased 25Aup2017
M § Ramaish Medicol College & Haspitals _ Dr. Sanjay .C, Desal _ 22Nov201? Al Clean
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Lambida Therapeulic Resenrch Litd.
Plot Mo. 38, Survey no 388, Near Silver Oak Club,

5 G Highway, Gota,

Ahmedabad 382481, Gujaral, India.
(Herginafter referred to as “LAMBDA" or “CRO™)

AND:

Stempeutics Research Pyt, Ltd.
3rd Floor, Manipal Hospitals Whitefield Pvt. Ltd.

K R Puram Hohli

&
#143;212-2] 5, EPIP Industrial Atren P =
| 1 )b <

Benglury — 560 006, India

(Hereinadter referred to as the “Sponsor™) PR]NCIP AL m
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Protocol: 0486-17 Telra-Portite 20 Jan N

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

LAMBDA:

Sign: Nh" Date: __(7 fM.*‘} 6

Mr. Naresh Khemani
AGM, Finance,
Lambda Therapeuntic Research Lid

Witness:

# o A
Sign: AAH’ _ pates | Bl M 2 l-lﬂi ¥

Wilness Name : Dr. Rakesh Patel/Dr. Ravi Panchal D | 1[‘__.-.._—--__#$L_.—-
2 O18
Witness Address  : Lambda Therapeutic Research Lid., FALS ;ﬁLl :
Plot No. 38, Near Silver Oak Club,
8. G Highway, Gota,
Almedabad 380061, Gujarat

Stempeutics Research Pyt Litd,,

Sign: )r}‘k-ﬂ.”'\f!ﬁ._ﬁ. Date: (1 Mo 2o (g
Dr Pawan Kumar Gupta
Vice President — Medical Affairs

Institute:

Sign: “ / ] Date: D—'\"\ l:)b \\?
Dr. Naresh Shett b
President

M S Ramaiah Medical College and Hospitals,
M S Ramaiah Nagar MSRIT Puost,

Bangalore 560054, Karnalaka, India

C}' ﬁ, ] o (1 {\/

pRNCIRALANDDERT
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Projocol; 04R6-17 — Totra-Punite.

Witness:
N o L — pues_20[3 (18
Witness Name: M -jt‘u anlbwvee - {
Designation: Clinvical Toteanc b (Uf"ll.' f: t’\\fx_'_‘fr]
T
Institute Name: M S Ramaiah Medical College and Hospitals,
Investigator: Dr. Sanjay C Desal

ACKNOWLEDGMENT: In signing below, 1, 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 tnial, or obligations
or restrictions which will conflict with the perlormance of this Agreement). 1 liereby agree 1o acl
in accordance with all the terms and conditions of this Agrecment and further agree o ensure
that all patients in the clinical trial arc informed of (heir obligations under such terms and
conditions.

Principal Investigator:

Sign: G\-A“J‘r\%m‘ Dafe: 2 FAAN A0\

Dr. Sanjay C Desai
Professor and HOD
M § Ramaiah Medical College and Hospitals,

Witness:
- jﬁ b ~§“ 4 = Date: _'1_‘_, 03hong
Wilness Name - Dr. Reetu Singh
Wilness Adedress . M § Ramaiah Clinical Research Center
First Floor, M.S. Ramaiah Advanced Leaming Center,
M S Ramaiah Nagar MSRIT Post,
Bangalore 560054, Karnataka, India
Dr. Sanjay C Desai o Pape 22 0f29
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Protocol, G486-]7

Toetrm-Partite 29 Jan 0|8

Study Protocel
Protecol No: (486-17Dated

Yersion: 03 Dated 05 Dee 2017

Schedule A

“An open label, multicenter Post Marketing Surveillance Study in India to assess safety and
efficacy of Intramuscular administration of stempeucel® in patients with critical limb ischemia

due 1o Buerger’s disease”

DDEAN
P}E&%LN“ Colege

8 Hmﬁtﬂ'- oci
gangalere - 588 U4,
D, Sanjay C Desai Aansumin srstarntyg Page 23 of 20
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CLINICAL TRIAL AGREEMENT

HIS CLINICAL TRIAL AGREEMENT {“Agreement™), is enlered it
MONTH MVEAR ("Effective Date™) by and between PP av%‘
= ! India Private Limited, 101-A Wing. ‘Fulcrum’, Hiranandani Business Fl_ kyBahar . Andheri East
Mumibai 400 099. India (“PPD™), and the M § Ramaiah Medical College ﬂnd‘ﬁﬂs‘bﬁalb {“Institution™),
with its principal place of business at M 5 Ramaiah Medical College and Hospitals, M § Ramaiah Nagar,
E MsrIT Post, Bangalore-560054, Karmataka, represented by Dr.Naresh Shetty, a duly authorized
e representative. with authority 1o contraet on behalf of the Institution and Dr.Mahesh Eswarappa
B {(“Principal Investigator™), with his/er offices located at M S Ramaiah Medical College and Hospilals, M

§ Ramaiah Nagar, MSRIT Post, Bangalore-560054, Kamataka

¥ PPD, Institution and Principal Investigator are herein referred 1o each as a “Party” and. collectively, as
the “Parties”.

| =
B i ! Ty
¥ l Letlia « PPDCTA - PPD - M S Ramaizh Medieal Colepe and Hospitals - Dr.iMabcsh Eswarmppa 00 Aup 2016 : (
. - Approved by stpnatunes by K3 on T Jul 2007 g/f/; y m ]
; o«
; \ El QINCIPAL AND DEAX
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temperaiure (2 m quantity ). PPD, GSK mnd the Insmiuion agree that any of these measures
that may be provided by PPD or GSK are not intended (o be for the exclusive benefit of the
Clinieal Trial or of GSK studies penerally, or to induce the Institution (o participate in the
Chinieal Trial or to induce or reward any wse, purchase, recommendation, or prescription of
GSK products. GSK and the Institution also apree (hat any of these measures that may be
provided by PPD or GSK are intended to be sustainable by the [nstitution and the local
community following the Clinical Trial.

{c) GSK and the Institution have sought agreement with key interested external parties, including
ethics commitiees, research investigators, national governmeni, health ministry, local health
authorities, ethics groups, non-governmental organisations, or representatives of the
communities who might participate in the Clinical Trial, that it is appropriate to conduct the
Clinical Trial at the Institution, including discussion of the standard of care to be provided
during the study, the scientific rationale for interventions (including placebo), the provision of
healtheare for subjects after the study, and the fate of any capacity built for the conduet of the
study.

{d) The Institulion agrees that any nationally-licensed medicinal products that are not the subject
of the Clinical Trial but are required for the routine care of a Clinical Tnal subject during and
after the Clinical Trial for the disease or condition 1o which the Clinical Trial relates are
expecied to be available 1o the Clinical Trial subject and funded through the usval operations
of the local healtheare system independently from the Clinical Trial and without expectation
of GSK suppon.

IN WITNESS WHEREOF, the Partics hereto have caused this Agreement to be executed by
their duly authorized representatives as of the Effective Date.

7

M S Ramaiah Medical College And Hospitals PPD Pharmaceutical Development India

Private Limited
U /

Name:Dr. Naresh Fiwtt)' Name: "Qupi

Position: Pye55 el eod Position: ﬁ

Date: 2 |laoid Date:

Stamp: : tamp:

P° DR. NARESH SHETTY 5 Rashmi Chitgupi
President Associate Director - Clinical Mansgemant
M.S Ramaiah Ciinical Research Cenlre PPO Pharmaceutical Developmeny India Pyi. Lpg

101-A Wing, Fulerum, Hiranandani Business pari
Sahar Road, Andheri East

Dr.Mahesh Eswarappa Humbai - 400 039, India

G W‘T\M"w’.‘
Name: Dr.Mahesh Eswarappa
Position: 12 {reda é f_rwc,f.f 3"-(&’1-
g*:‘s 13]7ed f20t#

/.5 a)

RINCIP&L AND DE*

Intio - FPDCTA - PPD - M 5 Hamaiah Medical College and Hospituls - DrAMahesh Eswarnppa 01 Aug 2016 "5 R l Hum‘.l
Approved by signatures by KJon 7 ol 2017 u .H
Bangalore - 560 §34.



WHEREAS

L. PPD s a global contract research organization that is currently assisting GlaxeSmithiline
Rescarch & Development [imiled, 280 Great West Road Brentford, Middlesex TW# 9GS, United
Kingdom (“GSK™) or one of its Affiliates in the conduct of the clinical trial in accordance with
the pratocol entitled “A Phase 3 randomized, open-label, active-controlled, parallel-group, multi-
center, event driven study in dialysis subjects with anemia associated with chronie kidney disease
to evaluate the safety and efficacy of GSKI278863 compared to recombinant human
erythropaietin, foliowing a switch from ervthropoictin-stimulaling apents™ (“Clinical Trial™).
Protocol Number: “PHI200807" and any amendiments thereto (“Protecol™). GSK is the Sponsor
of the Chinical Trial. PPD is an Affiliate of PP Intemational Holdings Ine and has been
engaged by PPD International Haldings Ine to suppor the performance of the Clinical I'rial;

Il The Institution and Principal Investigator desire (o participate in the conduct of the Clinical Trial,
in accordance with the Protocol, herein atiached as Schedule |

1. The Parties agree to conduct the Clinical Trial in accordance with the terms and conditions
hereinafier set forth.

THEREFORE, IT IS AGREED AS FOLLOWS:

L. Clinical Trial Performance

1.1 Institution and Principal [nvestigator shall provide certain services (“Services™) related to the
conduet of the Clinical Trial, in accordance with the Protocol, hereto attached as Schedule 1 {and
any subsequent amendments made thereto in accordance with this Agreement, and with all
applicable laws, rules and regulations relating to the Clinical Trial. The Protocol is subject to
approval by the appropriate Institutional Review Board or Ethics Commitiee or equivalent body
(collectively “IRB"). The informed consent (“Informed Consent™) is subject to approval by the
IRB. If there is any discrepancy or conflict between the terms contained in the Protocol and
this Agreement, the terms of the Protocel shall govern and control with respeet to clinical
maliers and the terms of the Agreement shall govern and control with respect 1o all other
matlers.

1id Prior to the commencement of the Services, Institution and Principal Investigator shall review the
Protocel and notify PPD if they cannot comply with any of the terms contained therein. 1f in the
course of performing the Services, in accordance with generally accepted standards of clinical
research and medical practice relating to the benefit, well-being and safety of the subjects
{(“Subject(s)") a deviation from the Protocol is required, such standards will be followed,  In
such case, the Party aware of the need for a deviation shall immediately notify PPT} and GSK of
the facts supporling such deviation as soon as the facts are known to such Party. The notification
shall also be confirmed in writing within three (3) working days of the original notification being
made to PPD and GSK.

1.3 The Institution and Principal Investigator agree to camy out the Services in stricl compliance
with:

{a) all specifications and timelines established in this Agreement;
{b) the Protocol and any amendments to the Protocol;

(e} the provisions of the current version of the World Medical Association’s Declaration
of Helsinki, in particular, neither the Institution nor the Principal Investigator must at

1
Inddiin - PP CTA - PPD - M S Ramaiah Mecicnl College and Hospilals - Dr hdakesh Favarappe -01 Aug 216 / ™ C
Approved by sipratures by KJon 7 Jul 2017 | L ( i
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CLINICAL STUDY AGREEMENT

This Clinical Study Agreement {hereinafter ‘Agreement’) is made,
BETWEEN

Roche Products {India) Private Limited, an indian Company, having it's registered office at “The
Capital”, 15th Floor, Bandra Kurla Complex, Bandra (E), Mumbai 400 051, INDIA, {hereinafter called as
“RPIPL", which expression unless repugnant to the contexl shall mean and include its successors-in-
interest and permitted assigns) of the FIRST PART;

AND

M.S.Ramaiah Medical College and Hospitals {hereinafter referred lo as “Institution™, which
expression unless repugnant to the context chall mean and include its successors-in-interest and
permitied assigns) of the SECOND PART;

AND

Dr.Nalini Kilara working as Senior Prof And Head, having his place of business at, M S Ramaiah
Medical College and Hospital, New BEL Road, (Gokula extension) MSR Nagar, Bangalore 560084 —
(hereinafter called as “Principal Investigator or P.L", which expression unless repugnant (o the gentext ﬁ
shall mean and include his legal heirs, representatives, successors and permitted assigns) of the #1IRD
PART;

1404
w@a'd0-00 10dWA

iy

{each a “Party” and collectively "Parties)

WHEREAS, Roche Group has the Intellectual Properly Rights in respect of the product -
RO4368451) (hereinafter called as *Product’)

gsus (35140

Eq %

WHEREAS, RPIPL wishes to engage the P.1., to carry out the research in respect of clinical study fitl i .i,*“ =T
“A Phase IV, Multicenter, Open-Label, Single-Arm Study Of Pertuzumab (In Combination with ©© ¥
Trastuzumab And Docetaxel) In First Line Treatment Of Indian Patients With Her2-Positive =
Advanced (Metastatic Or Locally Recurrent) Breast Cancer” (hereinafter “The Study”) as definedin: 5 i ‘1
the Protocol Mo. *ML25282" {'Protocal’}, 88 ¢ > ¥
2 8% 3

WHEREAS, the Pl and Institution are willing to conduct the Study on the terms and conditions set forth-in ? -

this Agreement. The P.L shall conduct the Study at Institution. ("P1 and Institution collectively called as
Site”);
NOW THEREFORE, the Parties hereto have agreed as follows

x| #hb. -
EFFECTIVE DATE: This Agreement will become effective on the date of approval of the Studychy Bigs G o <
Controller General of India or aon the date of approval of the Study by the Ethics Committee or 8 g gale i3]

on which this Agreement is last signed by the parties, whichever dale is later, and shall continie unti
completion of study or until terminated in accordance with the provision in Clause 14

Tl SWVLS
10

00(

1. PROTOCOL AND INVESTIGATOR BROCHURE

A

The scope and nature of the clinical study 1o be performed under the responsibility of the Pl“':ami
Institution will be in accordance with Protocol number “ML29282" ™

agﬂ p i T oo
b & £ tr_lllE p '\:3
en .2 =
\ ! o - =+ o
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nical Study Agresment Version 4.0 daled 27 July 2015
26282, Tripartite (RPIPL/ M.S. Ramaiah Medical Gollege & Hospital/ Dr. Nahni Kilara




IN WITNESS WHEREOF, Parties through their authorized representatives have signed this Agreement,

L Signed on behalf of Roche Products (India) Pvt. Ltd.

. mppamkh AT R A T 4

) Aege) 2095

li'm.‘&achln Bobhate Date
Senior Manager - Legal and Admin,

I | hereby agree to the above conditions:

Principal Investigator (P 1) Date
Dr.Nalini Kilara

M.5.Ramaiah Medical College and Hospitals
New BEL Road , MSRIT Post
Bangalore -560054

. Signed on behalf of M.S.Ramaiah Medical College and Hospitals

: Date
Authorized signatary from Institution

Name: Dr.D.C.Sundaresh

Designation: President- MSRCRC

& Hospital,
ill’lﬂl']ﬂl'l - 560 054,

Clinical Study Agreement Version 4.0 dated 27 July 2015
ML2H282, Tripartite (RPIPL! M 5. Ramalah Medical College & Hosplitall Dr Malini Kilara)
Page 8 of 12
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INVESTIGATOR AGREEMENT T

NOVO NORDISK SPONSORED CLINICAL TRIAL
Trial ID: NN9068-4228

This Investigator Agreement (the "Agreement”) is made and entered at Bangalore on
thisthe 023 MMaich 2&1¢ (the "Effective Date"”} by and between:

Novo Nordisk India Private Limited, a company registered under the Companies
Act, 1956 having its registered office at Plot No. 32, 47-50, EPIP Area, Whitefield,
Bangalore - 560 066 (herein after referred to as "Sponsor”, which expression
where the context so admits shall include its successors and assigns) of the ONE
PART;

AND

Dr. Pramila Kalra, [PAN: AIYPK5041M] having her office at M.5. Ramaiah Medical
College and Hospitals, New BEL Road, MSRIT Post, Bengaluru - 560 054 (herein
after referred to as "Principal Investigator”, which expression where the context
so admits shall include its successors and assigns) of the SECOND PART;

AND

M.S. Ramaiah Medical College and Hospitals, [PAN: AAATG1779Q] having its
office at New BEL Road, MSRIT Post, Bengaluru - 560 054, (herein after referred to
as "Institution”, which expression where the context so admits shall include its
successors and assigns) of the THIRD PART.

In the 'fullowing, Sponsor, Principal Investigator and Institution are also referred lo
individually as "Party” and collectively as "Parties”.

WHEREAS

1 The Sponsor wishes to conduct the following clinical trial in India: A 104 week
clinical trial comparing long term glycaemic control of insulin degludec/liraglutide
(IDeglira) versus insulin glargine therapy in subjects with type 2 diabetes
mellitus. Protocol ID: NNS068-4228 (the “Trial”). The nature of the Trial is
further elaborated upon in this Agreement;

2. The Sponsor wishes to conduct the Trial in cooperation with Principal Investigator
at the Institution;

5 H The Principal Investigator has the expertise and the Institution has the necessary
resources relating to clinical trial design, conduct, evaluation and analysis.

PRINCIPAL INVESTIGATOR STANDJIRD A.G'REEHENT
Edition 8 {};‘ WO 2014 NHIF[

R | poh. )




e -m-r._n_w

16.
16.1

16.2

17.

17.1

17.2

ASSIGNMENT
This Agreement shall nol be assigned by either Party, in whole or in part,
without the prior written consent of the Parties hereto.

Sponsor shall have the right at any time to assign or transfer any or all of its
rights and obligations under this Agreement to any of its Affiliates. For the
purpose of this Agreement “Affiliate” means any corporation, company,
partnership, joint venture or other entity which controls, is Controlled by, or is
under common Control with a persen or entity. “Control” means the ownership of
more than fifty percent (50%)} of the issued share capital or the legal power to
direct or cause the direction of the general management and policies of the party
in question. For the avoidance of doubt, none of Novo A/S, Novozymes A/S nor
any entity, which Controls, is Controlled by, or is under common Caontrol with such
entities, other than entities within the Novo Nordisk group of companies, will be
deemed to be an “Affiliate” of Novo Nordisk. This shall bind the Parties, their
successors and permitted assigns.

INDEPENDENT CONTRACTOR
In the performance of the Trial hereunder:

a) Principal Investigator shall be deemed to be and shall be an independent
contractor and, as such, Principal Investigator shall not be entitied to any
benefits applicable to employees of the Sponsor.

b) Principal Investigator and Institution on one side, and Sponsor on the
other side acknowledge that the relationship between them is that of
independent contractors, and not that of employer and employee, nor
principal and agent, nor partners in a joint venture, nor any similar
relationship whatsoever, Neither Party shall exercise control over the
business of the other Party, and neither Party is granted any right or
authority to assume or to create any obligation or responsibility, express
or implied, on behalf of, or in the name of the other Party, or in any other
way to act on behalf of, or to bind, the other Party.

IN WITNESS HEREOF, the Parties have executed and delivered this Agreement,

Date: >3 r?[‘t.)\ Vet

On behalf of S'ponsnr:

Date: 3% (2016

Principal Investigator:

A .'!L‘ b
P—— H'S“-'--_“- A . 5
. —

P1<o oo

Name: Dr, M.V. Srishyla

Name: Dr. Pramila Kalra

Title: Director - Clinical, Medical, Regulatory | Title: Principal Investigator
Affairs & dality
Date: 2 1 FEB 1016 Date: %\3\&0 L6
On behalf of Sponsor; < On behalf gf Institution:
: \: e

Name: Mr. Melvin Oséar D’kéuza
bt

Title: Managing Difector

Name: D Naresh Shetty
Title: President, MSRCRC

PRINCIPAL INVESTIGATOR STANDARD AGREEMENT

Edition 80 MOV 2014
ver 7.0 1h Ot 2015

IPALAND VLS.
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INVESTIGATOR AGREEMENT cht

NOVO NORDISK SPONSORED CLINICAL TRIAL

. Trial ID: [NN9535-4270]

This Tnvestigator Algreq,r]jlt- h{lhe "Agreement”) is made and entered at Bangalore on
this the ol {the "Effective Date”) by and between:

Novo Nordisk India Private Limited, a company registered under the Companies
Act, 1956 having its registered office at Plot Mo, 32, 47-50, EPIP Area, Whitefield,
Bangalore - 560 066 (herein afler referred Lo as "Sponsor’, which expression
where the context se admits shall include its successors and assigns) of the ONE
PART:

AND

Dr. Mala Dharamalingam, a healthcare professional (PAN: ADGPD4890A) having
her office at M S5 Ramaiah Medical College and Hospitals, New BEL Road, MSRIT
Post, Bangalore-560054. (herein after referred to as the "Principal Investigator”®,
which expression where the context so admits shall include its successors and
assigns) of the SECOND PART,;

AND

Gokul Education Foundation (Medical), through its units M S5 Ramaiah Clinical
Research Centre, and M S Ramalah Medical College and Hospitals (PAN Mo:
AMATG17790Q) having its office at First Floor, M,S. Ramaiah Advanced Learning
Center, Gnanagangothri Campus, Gate-4, New BEL Road, MSRIT Post, Bangalore
560 054, (herein after referred to as the "Institution”, which expression where the
context so admits shall include its successors and assigns) of the THIRD PART.

In the following, Sponsor, Principal Investigator and Institution are also referred to
individually as "Party” and collectively as "Parties".

WHEREAS

1. The Sponsar wishes to conduct the following clinical trial in India: Efficacy and
safety of semaglutide versus canaglifiozin as add-on to metformin in subjects
with type 2 diabetes; Protocal ID: NN9535-4270 (the "Trial”). The nature of the
Trial is further elaborated upon in this Agreement;

2. The Sponsor wishes to conduct the Trial in copperation with Principal Investigator
at the [nstitulion;

The Principal Tnvestigator has the expertise and the Institution has the necessary
resources relating to climcal trial design, conduct, evaluation and analysis. The
Institution has agreed to assist The Speonsor in the conduct of the Trial at the Institution
under the supervision of its employee, the Principal [nvestigator, under the terms and
conditions of this Agreement.

oy

1 r1 .-“-;'-J
m-sw al,
gangaler®”
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2.2 [N WITNESS HEREOF,

ate: | T e 0).7

On behalf of Movo Nardisk;

E N 9
Name: Dr. M.V, S_rl‘s%a o

litle: Director- Clinical, Medical, Regulatory Affalrs &
Quality

Date: |'|,--"£u_t-$ ael)

On behalf of Novo Nordisk:

Mame: Melvin Os
Title: Managing
Date:

PRINCIPAL INVESTIGATOR STANDARD AGREEMENT
Edition B.0f NOWM 2014
Ver B0 06 Apr 2016

/f,DLiLT

the Parties have executed and delivered Lhis Agreement,

Datae:

Principal Investigalar]:
I !

_____ -D/\he"u\ AN r{ Lnf
Ndme Dr. Mala Dharamalingam
Title: Principal Investigatar

3 - auly - Joila

Date:

On behalf of [Institution]:

o

Name: Dr. Nhresh Shetty
Title: President, M S Ramaiah
Clinical Research Centre

Date: ) Jt{"’lﬂf'}

B

PRINCW hlaﬁ“n DES,

A 'H“P“l' 054,
Banghle™®’
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Clinical Trial Agreement

ARTICLES OF AGREEMENT made at Mumbai, this @*"day of _Fela 2017
BETWEEN:

)Fv.

NOVARTIS HEALTHCARE PRIVATE LIMITED, a company intorporated
under the Companies Act, 1956 and having its registered office at Sandoz House,
Dr. Annie Besant Road, Worli, Mumbai 400018, hereinafter referred to as
“Sponsor” (which expression shall, unless repugnant to the context or meaning.
thereof, be deemed to mean and include its successors and assigns) of the First

Part;

Dr Srinivasa Rangashetty, designation being Prof and Head Dept of Neurology
and having his/her address at M 5 Ramaiah Medical College and Hospital, Dept
of Neurnlogy}ﬂew Bel Road, MSRIT Post Béngaldre, Karnataka 560054,
,hereinafter referred to as “Investigator”, (which expression shall, unless it be
repugnant to the context ore rﬁeam‘ng thereof, be deemed to mean and include

Er'd

his or her heirs, executors, administrators and successors) of the Second Part;

AND

Dr Naresh Shetty, whose designation is President at M. Ramaiah Clinical
Research Centre, New Bel Road, MSRIT Post Bangalore, Karnataka 560054
registered under the provisions of the medical council of India, ACT 1956, and
hereinafter referred to as “Institution”, (which expression shall, unless
repugnant to the context or meaning thereof be deemed to mean and include its

successors and assignee and permitted assigns) of the Third Part.

" (Sponsor, Investigator and Institution may be individually referred to as Party

and collectively as Parties)

iy !
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and distribution of a wide range ol drug.-j and PJ'IEIrﬂ]aL'EI..I.tIC-H.J products in

India;

B. The Sponsor is interested in conducting the following clinical trial as per
pratocal namely Protocol No. COMB157G2301;
Protocol Tille: A randomized, double-blind, double-dummy, parallel-
group study comparing the efficacy and safety of ofalumumab versus
teriflunomide in patients with relapsing multiple sclerosis.
as may be amended from time to ime by the Sponsor at its su{f': discretion
(hereinafter referred to as “Protocol”) and has approached the
Investigator for the conduct and supervision of the Clinical trial in

accordance with the Protocol

C. The Investigator is a qualified medical practitioner inter alia, mgaged in
medical research and clinical practice of Neurology in the M 5 Ramaiah
Medical College and Hospital, the Investigator has agreed to conduct the
above clinical trial as per the Protocol and has represented to the Sponsor
that it shall obtain the approval of the Ethics Committee where the
clinical trial shall be conducted;

D. Ti:e Institution has agreed to provide all the necessary infrastructure
including but not limited to laboratory investigations, ECG etc. with a
view to facilitate and enable the Investigator and Sponsor to perform the
clinical trial in accordance with the Protocol.

E. The Investigator has been informed by the Sponsor that prier approval of

the Drugs Controller General {India) (DCGCI) fer ils no objection to

conducting the clinical trial has been applied for and will be procured
prior to conducting the clinical trial . The Investipator, on hisfher part,
irrevocably consents to undertake and conduct the Clinical trial and has
agreed lo execute this Agreement, It is agreed between the Parties hereto

that commencement and conduct of the clinical trial fclinical trial in terms

@’i’“%’» wy &
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This Amendment Mo, 01 to e Clingcal Trial Service Apreement [“Aprecment”) is made this 110 day of
Seplember 2017 by and belweon:

Glenmark Pharmaceuticals Limited, a company fncorporated under the laws of india and having its
vegistered ollice at B2, Mahalaxmi Chambers, 22, Bhulabhai Desai Road, Mumbai - 400 26, India and
having its corporate office at Glenmark House, B. D, Sawant Marg, Chakaly, Andheri East, Mumbai - 400
099, India [lereinafter referred (o as "Glenmark” which expression shall unless repugnant to the conlext
ar meaning thereal be deemed 1o mean and include its snccessors and assigos) uf the Dne Part;

Ancd

M S Ramaiah Medical College & Hospitals, an institution incorporaled under the laws of India having
its registered office at New BEL Road, MSRIT Post, Bangalore - 560054, Karnataka, India (hereinafier
relerred o as the “Institution” which expression shall unless repugnant to the context or meaning
thereol shall be deemed to mean and include its successors and permitted assipns) of the SECOND PART;

Ancl

Dr. Prasanna Kumar T, a Indian, residing at No 20, opp Lakshmi venkateshwara temple, RMV 11 stage,
Nagasettyhalli, Bangalore - 560094. India (hereinafter referred to as the "Investigator” which
expression shall unless repugnant to the context or meaning thereof shall be deemed to mean and include
his heirs and legal representatives) of the THIRD PART.

And

In this Agreement, Glenmark, Institution and Investigator are collectively referred to as "Parties” and
severally as "Party”,

WIEREAS

a.  Glenmark, nstitution and Investigator had entered into a Clinical trial service Agreement dated 04
January 2017 (“Clinical Trial Service Agreement”) whereby the Investigator has agreed to
undertake clinical study in accordance with the provisions of the Clinical trial Agreement and
Protocol No. GPL/CT/2016/003 /11 mentioned therein [for Glenmark's Phase 11 trial named "A 12-
week treatment, multi-centre, randomized, double-blind, parallel-group, active-controlled study to
assess the efficacy, safety, and tolerability of a fixed dose combination of glycopyrronium (12,5
meg) /formoterol fumarate dihydrate (12 meg) in a dry powder inhaler in comparison with Glenmark
AireTM Glycopyrronium powder for inhalation 50 mcg in subjects with chronic obslructive
pulmonary disease” (Study)] on the lerms and conditions more specifically mentioned therein;

L. The Parties wish to carry out certain amendments o the said Clinical Trial Service Agreement

NOW, THEREFO RE, In consideration of the mutual covenants and obligations contained herein, the
sufficiency of which are hereby acknowledged, Glenmark and Institution, Investigalor agree as
follows:

1,  Unless explicitly provided for otherwise in this Agpreement, all capitalized terms in this Agrecment
shall have the same meaning as defined in the said Clinical Trial Services Agreement,

2. The Parties agree that the said Clinical Trial Services Agreement hereby stands amended to the intent
and effect and purpose as follows:-

2. Clause 6 'Payment’ stands deleted and replaced with following :

"6, Payiment:

6.1 In consideration of the performance of the Services by the Institution and the Investigator
pursuant to this Agreement, Institution and the Investigator shall submit te Glenmark for
payment, pursuant to the following terms, an invoice for these sums ldentified in Annexure
5 when the relevant event or time period sel out in Annexure 4 ocours.

6.2 Glenmark will pay the Institution and the Investigator for all sums properly invoiced in
aceordance with Section 6.1 and Annexure 5 within 30 days of receipt of such invoice.

6.3 Glenmark may suspend payment of an invoice if il raises a hona fide dispute as lo the
aceuracy of any inveice submitied by the Institulion and the Investigator, Il the dispute
cannat be resolved between the Parties it will be referged to arbitration in accordagge with

Section 17.2, “ i
- / W},LN&“ coledt ;
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Glommark Fharmaceaticals Limiled
by its duly authorized representative,
as wihe so deck

5

Name: Suyog Shetty ;
Title: General Manager - Lega

For the Institution
by its duly authorized representative,
as s/he sp declares

MName:
Title:

cpust'cf.ux

Investigator
by its duly authorized representative,
as s/he so declares
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CLINICAL TRIAL AGREEMLENT
(Agreement™) nEn %ai’.:ﬁimzﬁﬂﬂ‘ ,Ijii
Between LRr-o, aenenss
Boehringer Ingelheim lndi.a Private Limited 31JAN It{
! Gurunanak Nospie Road, o

Bandra (East), Mumbai- 400051
[Please insert relevant affiliate and address]

VAT-1D-No. resp. Taxpayer Ident. No.: MUMBI[2332F

CIN : U24230MHZ003PTC143499
{"Sponsor)

And

. . 5. TR

M. S. Ramaiah Medical College and Hospitals,
M S Ramaiah Nagar, MSRIT Post, Bangalore -560054, Karnataka.
Responsible unit: Department of Respiratory Medicine

VAT-ID-No. resp. Taxpayer Ident. No.: NA
{"Institution™)

And
Dr. Gayathri Devi H. J.

Department of Respiratory Medicine,
M. 8. Ramaiah Medical College and Hospitals,

M S Ramaiah Nagar, MSRIT Post, Bangalore -560054, Karnataka.

VAT-1D-Mo. resp. Taxpayer Ident. No.: NA
{“Investigator™)

CTA_Bl_Core Version_1.0_20_May_2016
CTA_ Bl India_Version_1.0 01_Sep_2016_Final
CTA Bl India Bi_Protocol 1199.214_Dr. Gayathr DeviH.J_1.0_30_Mar 2017
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RECITALS

WHEREAS, Spensor, a research-driven pharmaceutical company, is sponsoring and conducting a clinical
trial of Nintedanib {the " Investigational Product”) according to the Clinical Tnal Privocol for Bl Trial No.
1199214 including all documents attached thercto and refercnced therein (the “Protocol ™) entitled “A
double blind, randomized, placebo-controlled trial evalvating efficacy and safely of oral Nintedanib
treatment Tor al least 52 weeks in patients wilh ‘Systemic Sclerosis associated Interstitial Lung
Disease’{SSc-1L.D)" as amended (the “Trial ™). incorporated herein by reference and provided to Institution
andfor Investigator by the Sponsor under separate cover in the repulatory document package: and

WHEREAS, Sponsor secks 10 engage the serviees of Institution and Investigator to carry out the Trial in
accordance with the Protocol; and

WHEREAS, Institution operates a facility engaged in research activities and services including the
crealion, implementation and documentation of clinical research, testing and tnals and desires to
participate as a site for the conduct of the Trial, as contemplated by thiz Agreement; and

WHEREAS, Investigator is engaged in medical research on behalf of Institution and desires to participate
in and serve as the principal Investigator on behall’ of Institution and to conduct clinical investigations as
part of the Trial, as contemplaled by this Agreement.

NOW, THEREFORE, the Parties hereto agree as follows:

L. OBLIGATIONS OF INSTITUTION AND INVESTIGATOR

1.1 Conduct of the Trial.

.11 Protocol. Investigator will conduct the Trial at Institution™s facility located at M. 8.
Ramaiah Medical College and Hospitals, M S Ramaiah Nagar, MSRIT Post,
Bangalore-560054, Kamataka. in accordance with the Protocol.

.12 Trial Stafl and Faeilities. Instiiution andfor Investigator will provide an adequate
number of qualified Trial Staff, and adequate facilities and will require the Trial Stafl
and Facilities to conduet the Trial properly and safely and in accordance with the
Protocol and Applicable Law (as defined below under Section 1.1.4). Trial Staff means
any employees of Institution or Investigator, and/or contractors engaged by Institution
or Investipator, who are involved in performing the Trial, including any sub-
investigator(s), study coordinator(s), and any other contractors, agents and employees
of Institution or Investigator who assist Institution and Investigator with the Trial.
Institution and Investigator shall inform Sponsor promptly in writing aboul all changes
impacting the Trial S1aff and/or facilitics.

CTA_BI Core Version_1.0_20_May_2016
CTA_Bl_India_Version_1.0 01_Sep_2016_Final Page 2 of 35
CTA_BI_India_BI Protocol 1199.214 Dy, 3&" Devi H. J_,LD__EJU_MEI_QMT
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C]';"‘ Bochringer
ult} Ingelheim
Spesmar - CTA Sponsor CONMFIDEMTIAL

IN WITNESS WHEREOF, the Parties have executed this Agreement in 3 originals by their duly
anthorized representatives.

Boehringer Ingelheim India Pyl Lid.

5 T
H}t — % r_{\_d—_:;'--" =
Mame:
— D Parthe Gokhale
Tifle: Hl::".d, '.'.'li.l'li.{.‘.ii] Glit-‘ml_i_t]p_:c
Date; [ Lh{:w T U -
By: ; ‘—"—"—"_:___ }k L
_,...--""_'_'_ ==

MName:! 3 :
Title: Iﬂu“ﬂginn Direct -
Date:
INSTITUTION
By: 4
Name: W3 MNARESH SHETTY
Tifle: PRECI DENT , MERIRC
Date; *;5_;‘5'*{}““_'":;'
INVESTIGATOR: ““'
By: h?ffa.'-’"]

{ !'r o
Name: Da (oA AT MLy L=y M.
Date: oo ) Y ) dol’

CTA_BI_Core Version_1.0_20_May 2016
CTA Bl India Version_1.0_01_Sep_2016_Final Page 24 of 35
CTA B Ir{z:ﬂi_?mluml_ 1 19{.214_[}7 Gayathri DeviH J_1.0_30_Mar_ 017
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PPD

STATEMENT OF AGREEMENT

(Clinical Trial Agreement)

Between

Dr Rangasetty Srinivasa
{hereinafter referred to as the “Investigator”)

And

Gokula Metropolis Clinical Research Centre,
M.S. Ramaiah Memorial Hospital,
New BEL Road, MSRIT Post
Bangalore — 560054
Karnataka, India
{hereinafter referred to as the “|nstitution”)

And

PPD PHARMACEUTICAL DEVELOPMENT INDIA PRIVATE LIMITED, trading as PPD,
801-804, Powai Plaza,

(hereinafter referred to as “PPD")

g -
Protocol number: [UCB] [N01199] -

1 Introduction

- ? —
11 PPD, a clinical research organization, is pleased thet our discussions have lesulted?li:ilg:
agreement to participate in and conduct this collaborative clinical research trial, described eldwk
sponsored by UCB Pharma SA (the "Study” and the “Sponsor” respectively) :' g E -
n ¥

12 Inorder to make this Study mutually rewarding, it is essential that we are in agreement with fegdrd. £ -
fo the basic policies applicable to the Study. Accordingly, this Clinical Trial Agreenfent irf ¢ 13
conjunction with Sponsor's protocol no. N01188 enfitied An open-label, multicenter, follow-Op tri E +
io evaluate the long-term safety and efficacy of brivaracetam used as adjunctive treatmegt at
flexible dose up lo a maximum of 150 mg / day in subjects aged ‘Iﬁyearsuruidarsuﬁemufxﬂi‘é'
epilepsy.” (and any amendments thereto from time to time) (the “Protocol’), which s incorpor
by reference herein, will serve together as an agreement, delineating the terms and condiions £ Y
applicable (ihe “Agreement’).

2 Siudy Conduct E?
o

21  The scope and nature of the Study and services lo be performed at M.S. naﬁ!}a

Hospital, Bangalore — 560054 Karnataka (the “Site”) will be in accordance with the o, =
- -

r O = =

22 The Institution and Investigator each wamants to PPD that they have the educafion, nce,
capabilities, adequate patient population, adequale personnel, equipment and other to

of

conduct the Study in a professional and compelent manner, and that they afe ﬁm:e
applicable regulations; furthermore, they agree that they will not participate in any o

by its nature will prevent them from fulfilling their obligations in the Study hereundgr or rwige : -
» - u = E. ¥
E s ¢
uCce - NO 1188 e ‘!Eiﬁ; X
India - Dr R Srinlvasa I M [
- —: Cad =
801 - 804, Powoi Floza Hiranandoni Business Park, Powal Mumbai 400 076, Indrf M. -—-'in-
e +9) 22 90 ax +91.22 2571 2999 M ; /] g'.i e
yoice !_Ll 2 2%?1 F4 fi mmnm/ T
) ?\ A4 ) : CJ 1.5 Ramalah Medicat Coflege {0
3 “ e sHowplal
- ¥ m!m - .




INSTITUTION AND INVESTIGATOR UNDERSTAND AND ACKNOWLEDGE THAT FABRICATION,
FALSIFICATION OR ALTERATION BY INSTITUTION, INVESTIGATOR OR ANY EMPLOYEES OR
AGENTS OF INSTITUTION OF ANY PATIENT DATA OR OTHER INFORMATION PROVIDED BY
INSTITUTION OR PRINCIPAL INVESTIGATOR PURSUANT TO THIS AGREEMENT CAN RESULT
IN CRIMINAL ACTIONS AND SANCTIONS AGAINST INSTITUTION AND INVESTIGATOR AND IN
CIVIL LIABILITY TO PPD AND SPONSOR.

19 reement

191 The fee guoied in the budget schedule appended is exclusive of any faxes, if applicable,
chargeable thereon.

18.2  Itis the Instilution and Investigator's responsibility to ensure that the hospital Trust management is
made aware of their participation in this Study and approval is obtained prior to commencing the
Study.

Ve hereby agree to the conditions in this Agreement:

Signed for and on behalf of the Investigator:

Investigator's signature Date
Dr R. Srinivasa

Signed for and on behalf of PPD:

Signature Date

Sanjay Kabra, Head - Clinical Management

Signed for and on behalf of M.5. Ramaiah Memorial Hospital,
Bangalore — 560054, Karnataka

ShesatAs b Ehg ot -
Signature Date
an ALA G

UCE - NO 1199 11 of 18
Indle - Dr R Srinivasa
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Lambda Therapeutic Research Lid.

I
Plot No. 38, Near Silver Oak Club,

S G Highway, Gota,
Ah bad 380061,
Gujarat, India.

(Hereinafier referred to as “LAMBDA" or “CRO")

Actkmg as agent for
Inti;'.u Pharmaceuticals Litd. u@l’ﬁﬁ Lr ) C.)
; 28 PRINCIPALAND DEA:
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Pratocol; 605-12 More-F StudyInvestipator CUA (Tri-Parfite) | 8- har-201

2" Floor, Chinubhai Center,
Ashram Road,
Ahmedabad-380009, Gujarat, India

(Hereinafler referred to as the “Sponsor™)
AND:

Name of Principal Investigator
Dr. T K Sumathy

Address of Site

M 3 Ramaiah Medical College and Hospitals;
MSRIT Post, Mew BEL Road

Bangalore 560034, Karnataka, India
(Hereinafter referred to as the “lnvestigator™)

AND:

Name of Institute
M S Ramaiah Medical College and Hospitals;

Address of Institute

M § Ramaiah Memorial Hospital;
MSRIT Post, New BEL Road
Bangalore 560054, Karnataka, India

{Hereinafler referred to as the “Institute™)

WHEREAS:

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

Intas Pharmaceuticals Ltd, has asked LAMBIDA to handle and negotiate site Agreements on its
behall;

LAMBDA on behalf of Sponsor wishes the Investigator and Institute to participate in 2 clinical
trial entitled “A Double blind, Randomized, Placebo controlled, Parallel Group,

LAM BDA

B nuﬂ"'

DrTK Sumath}f ' ‘ . I F-{r:s::n:h MC-IIH'E"JA Bmpaﬂe 3 Df i
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Protocal: (4512 Morr-IF owdylovestigator E1A (Tna-Partite) | 8- Mar-2816

Prospective, Multicentre Clinical Trial for Evaluation of Efficacy and Safety of Fixed Dose
Combination of Minoxidil (5%) + 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.”(*Clinical Trial”) to be conducted under the direction
and supervision of the Investigatorusing the facilitics of the Institution; and,

The Investigator and Institute is willing to participate in the Clinical Trial; and,
The Investigator is authorized to conduet the clinical wial 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 partics agree as

lollows:

1 Definitions

l.1 In this Agreement, the following terms shall have the following meanings:

Term Meaning

*Compound” Fixed dose combination of Minoxidil (5%) + Finasteride (0.1%)
{Test product) as Lipid Solution

“CRF™ Case Report Form

“CRO" Contract/Clinical Research Organization

“Pyeclaration of Helsinki®  The 2013 version ol the Helsinki Declaration of the World Medical
Association and amendments.

“DCGY Drug Controller General of India.
“[ithics Commiltee” 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.

Is.m%p“d‘ 054
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IN WITNESS hereol, the parties hereto have caused this Agreement o be executed by their
respective duly authorized representatives and the Agreement shall come into effect on the date
ofl signature of all the parties,

LAMBEYA:

Sign: N}ﬁf | Date: " ! Mﬁlf r/ IE“

Mr. Naresh Khemani
AGM, Finance
Lambda Therapeutic Research Ltd

Witness (Lambda);
f-’ﬁﬂ-f--. (e T
Sign: ""E?-f"f Date: ‘2 m"’d e

Dr. Dharmesh Domacdia
Lambda Therapeutics Research Ltd.

Institute:

Sign: Date: .:zer\_my |2oté

7
i
Name: Dr Naresh Sheilty
Address: M S Ramaiah Medieal College and Hospitals;
MSRIT Paost, New BEL Road
Bangalore 560054, Karnataka, India

Witness:
Sign: _4[g~£ﬁ" \Q”I_;é_ Date: J2Y (pﬁ’ /I ol b

Witness Name: Dr Reetu Singh

Designation: Clinical Team Lead

Institute Name: M S Ramaiah Medical College and Hospitals;
MSRIT Fost, New BEL Road

Bangalore 560054, Karnataka, India

LaMBOA
Dr. T K Sumathy Rk RO Fage 20 of 27
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