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t00

H
aIE

M
A

H
A

R
A

SH
T

R
A

A
N

D

T
his

R
E

G
IST

R
Y

A
G

R
E

E
M

E
N

T
("the

E
ffective

D
ate")

by
and

betw
een

A
N

D

So100IX
G

IN
D

FA
991901

A
N

D
IA

N
O

N
JU

D
IG

IA
L

O
2017O

M
w

Y
A

M
M

R
s.100

O
N

E
H

U
N

D
R

E
D

R
U

PE
E

S

Initjáls
SPO

N
SO

R

R
E

G
IST

R
Y

A
G

R
E

E
M

E
N

T

100100
1O

0100

SA
N

O
FI-SY

N
T

H
E

L
A

B
O

(IN
D

IA
)

PR
IV

A
T

E
L

IM
IT

E
D

,
having

its
registered

office
at

Sanofi
H

ouse,
C

T
S

N
o.

117-B
,

L
&

T
B

usiness
Park,

Saki
V

ihar
R

oad,
Pow

ai,
M

um
bai -

400072,
represented

by
D

r.
C

hirag
T

rivediduly
authorized

forthe
purposes

hereof
("the

Sponsor")

m
ade

and
entered

into
as

of
the

12"
D

ay
of

D
ecem

ber
2017

D
R

.
R

A
JK

U
M

A
R

SH
A

R
M

A
having

his
address

at
Sanjay

G
andhi

Postgraduate
Institute

of
m

edical
Sciences,

R
aebareli

R
oad,

L
ucknow

-226014,
U

P
State,

India
("the

Investigator"),

SR
500670

Site
N

am
e:

Sanjay
G

andhiPostgraduate
Institute

of
M

edical
Sciences,

L
ucknow

Study
C

ode/ am
e:

A
N

T
H

G
L

07849/R
ISE

Study

Initials
IN

ST
IT

U
T

IO
N

22
N

O
V

2017

SA
N

JA
Y

G
A

N
D

H
I

PO
ST

G
R

A
D

U
A

T
E

IN
ST

IT
U

T
E

O
F

M
E

D
IC

A
L

SC
IE

N
C

E
S

(SG
PG

IM
S)

having
its

R
aebareli

R
oad,

L
ucknow

-226014,
U

P
State,

India,
represented

by
PR

O
F.

R
A

K
E

SH
K

A
PO

O
R

,
D

irector,
duly

authorised
forthe

purposes
hereof,("the

Institution'"),

T
he

Sponsor,
Investigator

and
the

Institution
hereinafter

referred
to

individually
as

the
"Party"

and
colectively

as
the

"Parties".

E
ffective

D
ate:

12
D

ecem
ber

2017InitiasV
E

ST
IG

A
T

O
R

Page
1
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W
H

E
R

E
A

S,Sponsor w
ishes

to
perform

A
R

egistry
to

describe
clinical

experience
w

ith
T

hym
oglobuline®

used
as

induction
im

m
unosuppression

in
patients

undergoing
renal

transplantation
("the

Study")
in

accordance
w

ith
A

m
ended

Protocol
01

bearing
Study

nam
e:

R
ISE

Study,
as

am
ended

from
tim

e
to

tim
e

during
the

term
ofthis

A
greem

ent
(*"T

erm
"),

w
hich

is
attached

hereto
as

A
ppendix

1
("the

Protocol):

PR
E

A
M

B
L

E

A
N

D
W

H
E

R
E

A
S,

the
Investigator

has
review

ed
the

Protocol,
desires

to
participate

in
the

Study
and

assures
that

he
has

the
necessary

personnel,
infrastructure

and
technical

m
eansto

perform
the

Study;

A
N

D
W

H
E

R
E

A
S,

SA
N

JA
Y

G
A

N
D

H
I

PO
ST

G
R

A
D

U
A

T
E

IN
ST

IT
U

T
E

O
F

M
E

D
IC

A
L

SC
IE

N
C

E
S

(SG
PG

IM
S)

is
a

G
overnm

ent
H

ospital
providing

highest
caliber

faculty,
high

class
education,

research
and

patient
care;

W
H

E
R

E
A

S,
the

IN
V

E
ST

IG
A

T
O

R
s

an
acknow

ledged
N

ephrologist
and

is
presently

w
orking

in
SA

N
JA

Y
G

A
N

D
H

IPO
ST

G
R

A
D

U
A

T
E

IN
ST

IT
U

T
E

O
F

M
E

D
IC

A
L

SC
E

N
C

E
S

C
ollege

and
H

ospital;
and

A
N

D
W

H
E

R
E

A
S,SG

PG
IM

S
R

esearch
Schem

e
A

ccount
belong

to
the

IN
ST

IT
U

T
IO

N
for

providing
the

services
of

m
anaging

the
funds

ofthe
IN

ST
IT

U
T

IO
N

;

A
N

D
W

H
E

R
E

A
S,

Institution
is

equipped
to

undertake
the

Study
and

Institution
and

Investigator
have

agreed
to

perform
the

Study
on

the
term

s
and

conditions
hereinafter

set
forth.

N
O

W
,T

H
E

R
E

FO
R

E
,

the
Parties

agree
to

set
out

in
this

A
greem

ent
the

term
s

and
conditions

governing
their

collaboration
w

ith
respect to

the
perform

ance
of

the
Study.

1.
O

B
L

IG
A

T
IO

N
S

O
F

IN
V

E
ST

IG
A

T
O

R

1.1
C

onduct
of

the
Study:

T
he

Study
shall

be
perform

ed
in

com
pliance

w
ith

(i)
this

A
greem

ent
(ii)

the
Protocol,

(ii)
all

applicable
law

s,
regulations

and
directives,

(iv)
generally

accepted
practices

relating
to

non-interventionalstudies
and

to
investigators

conducting
such

studies,
and

(v)
guidelines,

procedures
and

any
reasonable

instructions
provided

by
Sponsor.

Investigator
shall

com
ply

w
ith

all
the

provisions
ofthe

Protocol, as
m

ay
be

am
ended

from
tim

e
to

tim
e

during
the

T
erm

.
Investigator

shall
com

ply
w

ith
the

tim
elines

in
A

ppendix
2.

1.2
Investigator

and
Study

Site:
T

he
Study

w
ll be

carried
out

by
the

Investigator
at

Sanjay
G

andhi
Postgraduate

Instituteof
M

edical
Sciences

(SG
PG

IM
S),

R
aebareli

R
oad,

L
ucknow

-226014,
Ú

P
State,

India
(the

"Study
Site").

T
he

Investigator
shall

obtain
and

m
aintain,

during
the

T
erm

,
all

necessary
authorizations

for
the

perform
ance

of
the

Study
at

the
Study

Site,
under

due
observance

and
com

pliance
w

ith
all

applicable
law

s.

1.3
R

ecruitm
ent

of
Patients:

T
he

Investigator
shall

be
responsible

for
the

recruitm
ent

of
Patients

for
the

Study
(the

"Patients").
T

he
num

ber
of

Patients
to

be
recruited

is
estim

ated
to

be
20.

T
he

Investigator
shall

inform
Patients

in
a

language
that

could
be

understood
by

the
Patients

()
the

purpose
of

the
Study;

(iü)
Patients'

personal
data

w
ill

be
used

for
the

Study;
and

(iii)
any

other
relevant aspect

of
the

Study.
T

he
Investigator

shall
obtain

consent
from

each
Patient,

or
their

respective
legal

representative,
before

the
Patient's

participation
in

the
Study,

using
the

inform
ed

consent
form

provided
by

Sponsor.
Investigator

shall ensure
Patients' consent

is
given

w
ithout

any
undue

influence or
coercion

from
any

person
involved

in
the

Study.

1.4
D

ata
collection:

T
he

Investigator
shall

use
the

C
ase

R
eport

Form
s

provided
by

Sponsor
(the

"C
R

F")
for

the
data

collection
and

w
ill

ensure
that

the
contents

of
the

C
R

F
are

accurate
and

precise,
w

ith
reference

to
source

docum
ent.

IfSponsor
requests

Investigator
to

subm
it

electronic
C

R
F,

Sponsor
w

ill
provide

Investigator
w

ith
acom

puter
and

internet
connection

to
be

used
solely

for
the

com
pletion

and
subm

ission
of

the
electronic

C
R

F,
and

the
necessary

training.
T

he
Investigator

shall
take

all
reasonable

precautions
to

avoid
any

dam
age

or
loss

of
Sponsor's com

puter,
w

hich
w

ill
be

returned
to

Sponsor
prom

ptly
upon

com
pletion

of
the

Study.
T

he
Investigator

shall
()

report
on

the
progress

of
the

Study
on

such
regular

basis
as

requested
by

Sponsor;
(i)

prom
ptly

subm
itthe

com
pleted

C
R

F
to

the
Sponsor;

and
(ii)

respond
prom

ptly
to

any
query

from
the

Sponsor
on

any
C

R
F.

1.5
Sub-investigator:

T
he

Investigator
shall

not
delegate

the
perform

ance
of

the
Study

(in
w

hole
or

in
part)

to
any

third
party

except
w

ith
the

prior
w

ritten
consent

of
Sponsor.

A
ny

approved
sub

Site
N

am
e:

Saniay
G

andhiPostgraduate
Institute

of
M

edical
Sciences.

L
ucknow

Study
C

ode/
N

am
e:

A
N

T
H

G
L

O
7849/R

ISE
Study

SPO
N

SO
R

Initials
IN

ST
IT

U
T

IO
N

E
ffective

D
ate:

12""
D

ecem
ber2017Initialß

IN
V

E
ST

IG
A

T
O

R
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investigator
("Sub-investigator")

shall,
at

all
tim

e,
w

ork
under

the
supervision

and
responsibility

of
the

Investigator.
N

otw
ithstanding

Sponsor's
consent,

the
Investigator

shall continue
to

be
responsible

for

the
proper

perform
ance

of
any

activities
delegated

to
Sub-Investigator

and
for

the
peform

ance
of

his/her
obligations

under
this

A
greem

ent.

1.6
Pharm

acovigilance:
T

he
Investigator

shall
com

ply
w

ith
al

pharm
acovigilance

reporting
requirem

ents
applicable

to
the

Study
in

accordance
w

ith
all

applicable
law

s
and

regulations
and

Sponsor
procedures

on
pharm

acovigilance
reporting

com
m

unicated
by

Sponsor
to

Investigator
before

or
after

the
E

ffective
D

ate,
as

m
ay

be
am

ended
from

tim
e

to
tim

e
during

the
T

erm
.

1.7
D

eclaration
to

relevantauthorities:
T

he
Investigator

shall be
responsible

forthe
declaration(s)

to
all

relevant
authorities

(including
w

ithout
lim

itation
any

m
edical

association
or

health
authority)

required
under

applicable
law

s
and

regulations
in

relation
to

the
paym

ents
received

by
the

nvestigator
under

this
A

greem
ent.

2.

"A
ffillates"

shall
m

ean,
any

corporation,
partnership

or
other

entity
controlled

by,
controling

or
under

com
m

on
control

w
ith

sanofi-aventis
(T

rade
R

egister
:395

030
844

R
C

S
PA

R
IS)and

w
ith

the
Sponsor,

w
ith

"control"
m

eaning
the

direct
or

indirect
ow

nership
of

m
ore

than
50%

of
the

capital
stock

or
the

voting
rights

in
such

corporation,
partnership

or
other

entity
or

the
pow

er
to

direct
or

cause
the

direction
of

the
m

anagem
ent

or
policies

of
such

corporation,
partnership

or
other

entity
through

the
O

nership
of

securities
or

interests,
by

contract
or

otherw
ise.

1.8
L

egal
standing:

T
he

Investigator
represents

and
w

arrants
that

(i)
he/she

has
the

legal
right,

authority
and

pow
erto

enter
into

and
discharge

his/her
obligations

under
this

A
greem

entand
that

(i)
helshe

is
not

(and
w

ill ensure
that

any
Sub-lnvestigator

is
not),

disqualified
or

debarred
from

participating
in

the
Study

by
any

regulatory
authority

or
under

investigation
that

w
illlead

to
such

consequence,and
or

otherw
ise

prohibited
or

restricted
in

any
w

ay
under

any
contractual

obligation,and
is

fully
and

w
ill

rem
ain

fully
authorized, qualified

and
free

to
perform

the
Study

during
the

T
erm

.

O
B

L
IG

A
T

IO
N

S
O

F
SPO

N
SO

R

2.1
Item

s
supplied:

Sponsor
shal

provide
the

Investigator
w

ith
all necessary

inform
ation,docum

ents
and

m
aterials

as
itdeem

s
necessary

forthe
perform

ance
ofthe

Study.

2.2
Financial

com
pensation:

In
consideration

for
the

due
and

proper
perform

ance
of

the
Study

in

accordance
w

ith
the

term
s

of
this

A
greem

ent,
Sponsor

shal
pay

the
Investigator

the
financial

com
pensation

set
forth

in
the

Financial
T

erm
s

and
C

onditions
attached

in
A

ppendx
2.

3.
O

W
N

E
R

SH
IP

A
N

D
U

SE
O

F
D

A
T

A
,

R
E

SU
L

T
S

A
N

D
D

O
C

U
M

E
N

T
S

3.1
A

ll
intellectual

property
rights

ow
ned

by
Sponsor

and/or
its

A
fliates

(as
defined

hereinafter)
related

to

the
Product and/or

to
any

inform
ation

provided
by

Sponsor
and/or

its
A

ffliates
to

investigator
for

the
purpose

of
this

A
greem

ent
is

the
exclusive

property
ofSponsor

andlor
its

A
ffliates.

3.2
N

othing
in

this
A

greem
ent

shall
be

construed
as

granting
to

the
Investigator

and/or
any

Sub

Investigator, any
right,

interest
or

licence
to

use
any

of such
intellectual

property
rights,

including
w

ith
respect

to
any

developm
ents,

im
provem

ents
or

variations
thereof.

3.3
A

llthe
results,

data,
m

aterials,
docum

ents,
discoveries

and
inventions

w
hich

arise
directly

or
indirectly

from
the

Study
in

any
form

,
shall

be
the

im
m

ediate,
fulland

exclusive
property

of
the

Sponsor
and

or
its

A
ffiliates.

For
this

purpose,
Investigator

presently
assigns,

and
undertakes

to
procure

the
assignm

ent
by

any
Sub-lnvestigator

to
the

Sponsor
and

or
its

A
ffiliates

(or
its

designee)
any

and
all

intellectual
property

rights
(inciuding

all
patents,

copyrights,
databases

and
any

application
or

right
to

apply
for

registration
of any

ofthose
rights)

w
hich

m
ay

arise
directly

or
indirectly

from
the

Study
and

al

m
aterials

created
relation

to
the

Study.
Investigator

acknow
ledges

that
the

com
pensation

for
any

such
assignm

ent
is

included
in

the
Financial

C
om

pensation
paid

by
Sponsor

under
this

A
greem

ent.

4.
C

O
N

FID
E

N
T

IA
L

IT
Y

,
R

E
ST

R
IC

T
E

D
U

SE
A

N
D

PU
B

L
IC

A
T

IO
N

4.1
C

onfidentiality
and

R
estricted

U
se:

T
he

Investigator agrees
that

during
the

T
erm

and
for

a
further

period
of

five
(5)

years
thereafter,

he/she
shall,

and
shall

procure
that

any
Sub-investigatorshll,

hold

Site
N

am
e:Saniav

G
andhiPostgraduate

Institute
of

M
edical

Sciences,L
ucknow

Study
C

ode
/N

am
e:

A
N

T
H

G
L

O
7849/R

ISE
Study

inthls
sPoN

SO
R

Initials
IN

ST
IT

U
T

IO
N

E
ffective

D
ate:

12"
D

ecem
ber2017Initials

IN
V

E
ST

IG
A

T
O

R
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5.

and
m

aintain
in

strict
confidence

all
proprietary

and
confidential

inform
ation

of
Sponsor,

including
w

ithout
lim

itation
financial,

scientific,
corporate,

industrial,
product

and
business

inform
ation

disclosed
by

Sponsor
and

or
its

A
ffiliates

and
any

and
all

results,
inform

ation,
data

and
docum

ents
generated,

produced
or

obtained
in

relation
to

this
A

greem
ent)

(the
"C

onfidential
Inform

ation")
and

not
use

the
C

onfidential
Inform

ation
for

any
purpose

other
than

the
perform

ance
of

this
A

greem
ent.

H
ow

ever,
no

provision
of

this
A

greem
ent

shall
be

construed
so

as
to

preclude
use

or
disclosure

of
inform

ation:
a)

w
hich

w
as

already
know

n
to

the
Investigator

before
Sponsor's

disclosure,
as

evidenced
by

his/her
w

ritten
records;

b)
w

hich
is

disclosed
in

good
faith

to
the

Investigator
after

the
E

ffective
D

ate
by

a
third

party
law

fully
in

possession
of

such
inform

ation
and

not
under

an
obligation

of
nondisclosure

or
restricted

use
tow

ards
the

Sponsor;
c)

w
hich

is
orbecom

es
public

know
ledge

through
no

fault of
the

Investigator;

6

d)
w

hich
is

disclosed
by

the
Investigator

as
a

result
of

applicable
law

s
and

regulations
provided

Sponsor
is

notified
before

such
disclosure

to
enable

Sponsor
to

seek
protective

m
easures,

if
it

deem
s

appropriate,
unless

otherw
ise

prohibited
by

law
,

in
w

hich
case

Sponsor
w

ill
be

notified
as

soon
as

reasonably
practicable;

or

4.2
Publication:

Investigator
shall

not
m

ake
any

publication
or

com
m

unication
relating

to
the

Study
and

orthe
results

ofthe
Study,

w
ithoutthe

prior
w

ritten
approvalofSponsor.

e)
w

hich
is

developed
by

Investigator
independently

from
the

C
onfidential

Inform
ation.

PE
R

SO
N

A
L

D
A

T
A

PR
O

T
E

C
T

IO
N

5.1
T

he
Patient

data
and

specific
data

regarding
the

Investigator
and

C
ollaborators

w
hich

m
ay

be
collected

by
the

Sponsor
and

included
in

the
Sponsor's

databases,
shall

be
treated

by
both

Parties
in

com
pliance

w
ith

all
applicable

law
s

and
regulations.

T
hese

data
m

ay
be

transferred
by

the
Sponsor

or
its

representative
to

H
ealth

A
uthorities

or
to

a
Sponsor's

representative
located

in
a

country
w

here
there

is
no

personal
data

protection
law

,
or

w
here

the
level

of
protection

im
p0sed

by
local

law
is

less
stringentthan

requirem
ents

of
the

E
uropean

U
nion

under
w

hich
Sanofi

is
governed.

5.2
A

s
data

controller,
w

hen
processing

or
archiving

data
pertaining

to
the

Investigator,
the

C
ollaborators

and/or
the

Patients,
the

Sponsor
shall

take
all

appropriate
m

easures
to

safeguard
and

prevent
access

to
this

data
by

unauthorized
third

party.

5.3
T

he
Investigator,the

C
ollaborators

and/or
the

Patients
have

the
rightto

access
and,

w
here

appropriate,
to

request
the

rectification
and/or

deletion
of

their
personal

data
by

sending
a

w
ritten

notice
to

the
address

of
the

Sponsor,
to

the
attention

of
the

D
ata

Privacy/C
om

pliance
officer

D
r.

C
hirag

T
rivedi

(e
m

ail:
chirag.trivedi@

sanofi.com
).

D
eletion

of
data

is
pO

ssible
only

for
justifiable

reason
and

if
it

is
not

required
by

law
to

keep
it.

A
U

D
IT

A
N

D
IN

SPE
C

T
IO

N
S

T
he

Investigator
shall

keep
accurate,

com
plete

and
up-to-date

records
of

all
activities

under
this

A
greem

ent
(the

"R
ecord").

D
uring

the
term

of
this

A
greem

ent
and

for
a

period
of

five
(5)

years
thereafter,

Investigator
shall

perm
it

the
Sponsor'auditors,and/or

any
regulatory

authority
to

audit
and

inspect
the

R
ecord

and
shall

com
ply

w
ith

the
provisions

on
auditset

forth
in

the
Protocol.

7.
D

E
B

A
R

M
E

N
T

A
N

D
SE

N
T

E
N

C
IN

G
FO

R
M

A
L

PR
A

C
T

IC
E

7.1
T

he
Investigator

represents
and

w
arrants

that
neither

helshe
nor

any
C

ollaborators
involved

in
conducting

the
Study,

has
been

debarred,
excluded,

disqualified
or

restricted
in

their
ability

to
practice

m
edicine,

participate
in

a
clinical

trial,
or

perform
services

in
connection

w
ith

the
evaluation

of
a

pharm
aceutical

product
under

any
law

s,
regulations

or
professional

code
of

conduct
including

w
ithout

lim
itation

U
nited

States
21

U
.S.C

.
$335a

and21
C

FR
$312.70.

7.2
T

he
IN

V
E

ST
IG

A
T

O
R

shall
im

m
ediately

notify
the

Sponsor
should

he/she
or

any
C

ollaborators
involved

in
conducting

the
Study,

be
so

debarred,
excluded,

disqualified
or

restricted,
or

should
a

procedure
or

action
be

initiated
against

any
of

them
that

could
result

in
their

being
so

debarred,
excluded,

disqualified
or

restricted,
at

any
tim

e
during

the
term

of
this

C
ontract

and
during

the
tw

elve
(12)

m
onths

follow
ing

the
expiration

or
term

ination
ofthe

C
ontract.

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edical

Sclences,
L

ucknow
Study

C
ode/

N
am

e:
A

N
T

H
G

L
07849/R

ISE
Study

SPO
N

SO
R

Initials
IN

ST
IT

U
T

IO
N

th
E

ffective
D

ate:
12"

D
ecem

ber
2017InitialsN

V
E

ST
IO

A
T

O
R
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8.
A

N
T

I-B
R

IB
E

R
Y

8.1
T

he
Investigator

represents
and

w
arrants

thathe/she
nor

any
of

his/her
personnel

are
officials,agents,

representatives
or

em
ployees

of
any

governm
ent

or
political

party
or

any
international

public
organization

w
here

they
m

ay
be

in
a

position
of

official
governm

ent
authority

able
to

use
that

position
to

help
the

Sponsor
obtain

or
m

aintain
business

orobtain
a

business
advantage.

8.2
T

he
Investigator

further
represents

and
w

arrants
that

he/she
has

not
m

ade
and

agrees
that

he/she
shall

not
m

ake
any

paym
ent

or
any

offer
or

prom
ise

for
paym

ent,
either

directly
or

indirectly,
of

m
oney

or
other

assets,
or

transfer
anything

of
value,

to
governm

ent
or

political
party

officials,
officials

of
international

organizations,
candidates

for
public

office,
or

representatives
of

other
businesses

or
persons

acting
on

behalf
of

any
of

the
foregoing

for
the

purpose
of

influencing
decisions

or
actions

or
w

here
such

paym
ent

or
advantage

w
ould

constitute
violation

of
any

applicable
anti-bribery

legislation,
regulations

and/or
codes,

both
national

and
foreign,

including
but

not
lim

ited
to

the
U

S
Foreign

C
orrupt

Practices
A

ctand
the

U
K

B
ribery

A
ct

(hereinafter
and

above
designated

by
"A

nti-B
ribery

Provisions").

9.
T

E
R

M
A

N
D

T
E

R
M

IN
A

T
IO

N

9.1
T

erm
:

T
his

A
greem

ent
shallbe

effective
on

the
E

ffective
D

ate
w

hich
shall

be
12"

D
ecem

ber
2017

and
shall

rem
ain

in
force

until
acceptance

by
Sponsor

of
all

data
generated

from
the

Study
and

resolution
of

all
queries

arising
there

under
unless

earlier
term

inated
under

Section
9.2.

9.2
E

arly
term

ination:
N

otw
ithstanding

any
other

provisions
of

this
A

greem
ent,

the
Sponsor

m
ay,

by
notice

to
Investigator,term

inate
this

A
greem

ent at
any

tim
e

w
ithout

any
liability

or
com

pensation
to

the
Investigator,

w
hich

term
ination

w
ill

take
effect

on
the

date
specified

in
the

notice.
E

ither
Party

m
ay

term
inate

this
A

greem
ent,

if
the

other
Party

breaches
any

term
s

of
this

A
greem

ent
and

fail
to

rectify
the

breach
w

ithin
ten

(10)
days

from
the

date
ofthe

notice
from

the
non-defaulting

Party.

9.3
C

onsequences
of

term
ination:

T
erm

ination
of

this
A

greem
ent

shall
not

affect
any

right
w

hich
has

accrued
before

the
term

ination.
U

pon
receipt

of
Sponsor's

notice
of

term
ination,

Investigator
shall

procure
the

Investigator
and

Sub-lnvestigator
to

cease
all

activities
related

to
the

Study
and

shall
prom

ptly
return

to
Sponsor

all
data,

results,
reports

or
other

m
aterials

disclosed
by

Sponsor
and

or
its

A
ffiliates

forthe
perform

ance
ofthe

Study
and

alldata,
results,

reports
or

other
m

aterials
arising

out
of,

orconceived
during

the
Study.

Sponsor
shall

settle
any

am
ount

due
to

the
Institution

w
ithin

forty-five
(45)

days
from

the
effective

date
of

term
ination.

T
he

provisions
of

A
rticles

3,
4,

and
6,

and
Sections

1.4,
1.6,

1.7,
9.3

and
10.6

shall survive
term

ination
or

expiration
of

this
A

greem
ent.

10.
G

E
N

E
R

A
L

10.1
E

ntire
agreem

ent:
T

his
A

greem
ent

and
its

appendices
constitute

the
entire

agreem
nent

betw
een

the
Parties

w
ith

regard
to

Patient
m

atter
and

supersedes
all

previous
agreem

entand
or

arrangem
ent,

oral
or

in
w

riting.
In

case
of

any
conflict

betw
een

any
provision

of
this

A
greem

ent
and

the
Protocol,

the
term

s
and

conditions
of

(a)
the

Protocol
shall

prevail
w

ith
respect

to
scientific

and
m

edical
m

atters;
and

(b)
this

A
greem

ent
shall

prevail
w

ith
respect

to
allother

m
atters;

to
the

extent
of

such
inconsistency.

10.2
Independent

C
ontractor:

T
he

relationship
of

the
Parties

under
this

A
greem

ent
is

that
of

an
independent

contractor
and

no
Party

shall
be

considered
an

agent,
em

ployee
or

joint
venture

partner
ofthe

other
party

and
shall

have
no

right to
bind

the
other

party
in

any
m

anner
w

hatsoever.

10.3
Severability:

If
any

provision
of

this
A

greem
ent

shall
be

held
to

be
invalid,

illegal
or

unenforceable,
such

provision
shall

be
deem

ed
severed

from
this

A
greem

ent
w

ithout
affecting

the
validity,

legality
or

enforceability
of

the
rem

aining
provisions.

10.4
N

otice:
A

ny
notice

to
be

given
under

this
A

greem
ent

shall
be

in
w

riting
in

E
nglish

and
shall

be
sent

personally
to

the
address

provided
in

this
A

greem
ent

or
as

m
ay

be
notified

in
w

riting
by

one
party

to
the

other
from

tim
e

to
tim

e.

10.5
A

ssignm
ent:

Investigator
shall

not
assign

any
of

his/her
rights

and
or

obligations
under

this
A

greem
ent

except
w

ith
the

prior
w

ritten
consent

of
Sponsor.

Sponsor
m

ay
assign

this
A

greem
ent

to
any

entity.

Site
N

am
e:

Sanjay
G

andhiPosteraduateInstitute
of

M
edical

Sciences,
L

ucknow
Study

C
ode/

N
am

e:
A

N
T

H
G

L
07849/R

ISE
Study

fisPoN
sO

R
Initials

IN
ST

IT
U

T
IO

N

E
ffective

D
ate:

12"
D

ecem
ber

2017

Initials
IN

V
ST

IG
A

T
O

R
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10.6
G

overning
law

/D
ispute

resolution:
T

he
validity,

construction
and

perform
ance

of
this

A
greem

ent
w

illbe
governed

by
and

construed
for

all
purposes

in
accordance

w
ith

the
law

s
of

India.
A

ny
disputes

arising
out

of
this

A
greem

ent
shall

firstly
be

resolved
by

the
Parties

am
icably,

failing
agreem

ent
the

Parties
shall

refer
the

dispute
to

the
com

petentcourts
of

M
um

bai.

IN
W

IT
N

E
SS

W
H

E
R

E
O

F,
the

Parties
hereto

have
caused

this
A

greem
ent

to
be

executed
by

them
and/or

on
their

behalf
by

their
duly

authorised
representatives.

SA
N

O
FI-SY

N
T

H
E

L
A

B
O

(|IN
D

IA
)

PR
IV

A
T

E
L

IM
IT

E
D

[Signature]

[N
am

e]

[T
itle]

D
R

.
C

H
IR

A
G

T
R

IV
E

D
I

C
linical

Study
U

nit-D
irector

[Signature]

[N
am

e]

(T
itle]

SA
N

JA
Y

G
A

N
D

H
IPO

ST
G

R
A

D
U

A
T

E
IN

ST
IT

U
T

E
O

F
M

E
D

IC
A

L
SC

IE
N

C
E

S

[Signature]

[N
am

e]

[T
itle)

T
he

IN
V

E
ST

IG
A

T
O

R

PR
O

F.
R

A
K

E
SH

K
A

PO
O

R

D
R

.
R

A
J

K
U

M
A

R
SH

A
R

M
A

vestigatharm
a

Señior
PrU

N
SSU

T
&

H
ead

D
eptt.-efN

epharology
&

Form
er

D
irector

&
D

ean
S.G

.P.G
.l.M

.S.,
L

ucknow

Site
N

am
e:

Sanjay
G

andhiPostgraduateInstitute
of

M
edical

Sciences,L
ucknow

Study
C

ode/
N

am
e:

A
N

T
H

G
L

07849/R
ISE

Study
E

ffective
D

ate:
12th

D
ecem

ber2017

D
irector

R
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1.

2.

For:
i

FIN
A

N
C

IA
L

T
E

R
M

S
A

N
D

C
O

N
D

IT
IO

N
S

Investigator
fees/

C
o-investigatorfees

for
allstudy

related
activities

ii.
Site

coordinatorfees
for

all
study

related
activities

Financial
C

om
pensation

to
the

Investigator,
per

patient
per

com
pleted

C
R

F:
R

s.25,000/-
(R

upees
T

w
enty

Five
T

housand
only).

Such
am

ount
is

divided
as

follow
s:

M
ilestone

V
isit

1

V
isit

2

V
isit

3

V
isit4

V
isit

5

V
isit

6

T
O

T
A

L

Investigator
Paym

ent
per

Patient
(ln

IN
R

)

4800

2600

3000

4000

2600

A
PPE

N
D

IX
2

3000
20000

Site
C

oordinators
E

ees

Perpatient
(n

IN
R

)

25%
InstitutionalO

verhead
w

illbe
paid

additionally.

Initis
sPO

N
SO

R

1200

650

750

T
he

last paym
ent

w
ill

be
done

once
allthe

D
ata

is
cleaned

fordatabase
L

ock.

1000

650

750

Study
startdate:31-Jul-2017

5000

T
IM

E
L

IN
E

S
A

PPL
IC

A
B

L
E

T
O

T
H

E
ST

U
D

Y

A
llpaym

ents
m

ade
as

per
this

A
greem

ent are
subject

to
tax

deduction
at

source.

Initials
IN

ST
IT

U
T

IO
N

T
otalA

m
t

A
D

C
F

shal
be

considered
"com

pleted"
w

hen
the

D
O

C
F

is
fully

com
pleted

and
delivered

to
the

Sponsor
and

any
queries

raised
there-under

by
Sponsor

are
resolved.

SanofiH
ouse,C

T
S

N
o.

117-B
,

L
&

T
B

usiness
Park,Saki V

ihar
R

oad,
Pow

ai,
M

um
bai -

400072
A

ttention:
A

ccounts
D

epartm
ent

T
otal

m
axim

um
Financial

C
om

pensation:
R

s.25,000/-
(R

upees
T

w
enty

Five
T

housand
only)

for
per

patients
recruited.

n
IN

R
)

6000

N
ote

that,
ifcoordinator

is
to

be
provided

by
Sanofi,

the
Study

C
oordinator

Fees
w

ill
not

be
applicable

forthe
site.

3250

3750

N
o

other
charge

or
cost

shall
be

borne
by

the
Sponsor

for
perform

ance
the

Study
by

Investigator
unless

otherw
ise

provided
herein.

5000

A
llpaym

ents
under

this
A

greem
ent

w
ill

be
m

ade
w

ithin
forty-five

(45)
from

the
date

of
receipt

by
Sponsor

of
the

relevant
invoice(s)

m
ade

out
in

the
nam

e
of

Sanofi
Synthelabo

(India)
Private

L
im

ited
and

shall
be

sent
to:

Site
N

am
e:

Saniay
G

andhiPostgraduate
Institute

of
M

edical
Sciences,L

ucknow
Study

C
ode/

N
am

e:
A

N
T

H
G

L
O

7849/R
ISE

Study

3250

3750

25000

A
ny

out
of

pocket
expenses

approved
in

advance
by

Sponsor
before

incurring
shall

be
reim

bursed
to

Investigator
subject

to
the

receipt
by

Sponsor
of

an
item

ized
invoice

and
relevant

supporting
docum

ents,
upon

request.

E
ffective

D
ate:

T
he

Investigator
w

ill
be

responsible
for

any
taxes

and
or

other
contributions

applicable
to

Financial
C

om
pensation.

C
ut

off
date,

i.e.
latest

date
before

w
hich

Investigator
shall

have
delivered

the
com

pleted
D

C
Fs

and
responded

to
all

queries:
Jul-2019

(as
applicable)

A
ll

paym
ents

shall
be

m
ade

in
favour

of"D
irector,

SG
PG

IM
S

R
esearch

Schem
e

A
ccount"

PA
N

N
o

:-A
A

A
JS3913N

Initials
IN

V
E

ST
IG

A
T

O
R
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MUNBAL-40O27

D5/STPVYCRI93/2,14/7M0-1/10

This First Addendum is made at Mumbai and entered into on th day of March,2021 by

and between;

FIRST ADDENDUM TO CLINICAL TRIÄLAGREEMENpUTY AHARASHTRA

NOVARTIS HEALTHCARE PRIVATE LIMITED, a company incorporated under the Indian

Companies Act, 1956 and having its registered office at 7th floor, G Block, BKC Main Road,

Bandra Kurla Complex, Bandra (East), Mumbai - 400051, Maharashtra, India (hereinafter

referred to as "Novartis", 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;

WHEREAS

10:28
RsD000200,- PB6515

AND

Dr. Sanjoy Kumar Sureka consulting at Department of Urology and Renal Transplant, Sanjay

Gandhi Postgraduate Institute of Medical Sciences, Rae Bareli Road, Lucknow, Uttar

Pradesh- 226014, India (hereinafter referred to as "the Investigator", which expression shall,

unless it be repugnant to the context or meaning thereof, be deemed to mean and include his/her

heirs, executors, administrators and successors) and the Second Part;

B.

AND

Sanjay Gandhi Postgraduate Institute of Medical Sciences, Rae Bareli Road, Lucknow, Uttar

Pradesh- 226014, India represented by Prof. R. K. Dhiman whose designation is Director;

hereinafter referred to as "the Institution", (which expression shall unless repugnant to the

context or meaning thereof be deemed to mean and incude its successors and assigns) of the

Third Part;

(Novartis, Investigator and Institution may hereinafter be individually referred to as 'Party' and are

collectively referred as 'Parties').

A. By a Afiliation Agreement for Researchers dated 23d Feb 2018 entered into between the

Parties hereto ("Agreement"), the Investigator and the institution have agreed to provide

certain services to Novartis on the terms and conditions contained in the Agreement.

Now by this first Addendum,the Parties are desirous of amending the following clause 7 on

the terms and conditions herein after appearing.

This Agreement shall be effective from 02-Jul-2020 and shall remain in force until 30

June-2021 (both days inclusive) unless earlier terminated in accordance with this

Section.
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NOW THIS FIRST ADDENDUM WITNESSETH AND IT IS HERE BY AGREED BY AND

BETWEEN THE PARTIES AS FOLLOWS:

1. This Addendum shalI be effective from 02-Jul-2020 and shall be coterminous with the

Agreement read with the Prior Addendums for all intents and purposes.

2. Save and except to the extent aforesaid, all other terms and conditions of the Agreement

shall continue to remain unaltered, valid and binding upon the Parties.

IN WITNESS WHEREOF, the Parties to this Addendum have caused their duly authorized

representatives to enter into and execute this Addendum.

Novartis Healthcare Private Limited

By:

Name:

Title:

Date:

Sanjay Gandhi Postgraduate Institute of
Medical Sciences

By:

Name: Dr. Sanjoy Kumar Sureka

Title: Investigator

Date:

By:

Name: Prof. R. K. Dhiman

Title: lnstitute

Date:
Prof. R. K. DHIMAN

Director

Sanjay Gandhi Post Graduate

Institute of Medical Sciences

LUCKNOW-226014, INDIA
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ANNEX 2: PRINCIPAL INVESTIGATOR- PERSONAL DATA DISCLOSURE FORM

1. Youunderstand that Novartis may wish to process your personal data for administrative and

commercial purposes for example in a database to be used for the organization of future clinical

trials. You further understand and agree that your personal data may if necessary for these
purposes, be transferred to third parties, including other companies related to Novartis in the

form of a group and their advisors and third party service providers, as well as to regulatory

authorities and tax authorities, as required by applicable law or relevant stock exchange rules.

You are not required to give your consent to the re-use of your personal data and your refusal

may not impact the conduct of the current Trial, just further communications.

2. Novartis wants to ask your permission to include certain elements of your personal data in a

database maintained by a third party. The GrantPlan database, which is maintained and

provided to pharmaceutical research sponsors by a company called TTC in the United States, is

intended to assist research sponsors with transparency relating to clinical trial expenses. The

database is used to support country specific forecasts for clinical trial costs and to provide

benchmarking information in order to achieve transparency and fairness in setting costs for

performing clinical trials.

The information is entered into the database in.such a way that it is not possible for anybody

except the personnel of TTCto view your name or link your site to a particular clinical trial or

sponsor company.
In that regard, Novartis is asking for your permission to submit your name, clinical trial site

contact information, name of the clinical trial, sponsor, copy of the clinical trial agreement, and

costs and fees relating to your site's retention, to a third party administrator of this database.

This information will be maintained in that database for five years.

Youare not required to give consent to this disclosure in order to proceed with this clinical trial.

However, by doing so, you are helping to collect information on fair costs in clinical trials.

General terms of consent
accept and agree that my personal data may be transferred to and processed in countries

outside India, including the United States of America, where the level of data protection may be

lower than in my country of origin. Ihave noted that Novartis will protect my data in this instance
by entering into specific data transfer agreements, as established by the applicable privacy

regulations contracts.
Iam aware of my rights to access, ask for a free copy and/or request modification or deletion of

my data as applicable by contacting Novartis's Data Protection Officer at [generic email

address]. Ialso acknowledge my rights to lodge a complaint in front of the relevant Data

Protection Authorities as needed.

Yes, Ihereby agree that Novartis may use my personal data for the administrative and
commercial purposes described in Section 1 above.

No, Ido not give permission for Novartis to use my personal data for the administrative and

commercial purposes described in Section 1 above.
Yes, I hereby agree that Novartis may disclose my personal data in connection with the

GrantPlan database.
No, Ido not give my permission to disclose my personal data in connection with the

GrantPlan database.

Place and Date:

Name: DrSanjoy Kumar Sureka
Principal lInvestigator
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The Institution, the Principal Investigator, the investigational staff and any other person
contributing to the Trial (the Trial Parties) shall at all times the conduct of the Trial comply
with theBribery Act 2010 of the United Kingdom (Bribery Ac), the Foreign Corrupt Practices

Act 1977 of thé United States of America (FCPA), the Prevention of Corruption Act, 1988 and
any other applicable anti-bribery and anti-corruption legislation (together the Applicable Anti
Corruption Legislation).

(A)

It is the responsibility of the Trial Parties to ensure that they are familiar with, and comply with,
the provisions of the Applicable Anti-Coruption Legislation. Nevertheless, the following is
intended as a summary of the key principles underlying the Bribery Act and the FCPA.

(B)

(C)

(D)

(E)

(F)

(G)

The Trial Parties must at alltimes act with integrity and honesty and comply with the
highest ethical standards.
The Trial Parties must not make, give, or offer any payment, gift or other benefit or

advantage to any person for the purposes of:

(ii)

ANNEX3

inducing the recipient or another person to do or omit to do any act in violation of
their duties or responsibilities (or for the purposes of rewarding such conduct).

This restriction applies at alltimesand in all contexts. For the avoidance of any doubt, it

applies both to dealings with "public officials" and to dealings with employees and agents
of commercial enterprises.
Nevertheless, particular care must be exercised with dealings with public officials. The
Trial Parties must not make, give or offer any payment, gift or other benefit or

advantage for the purposes of influencing any act or decision of a public official (or
inducing such official to use their influence with another person, entity or government
instrumentality or to affect or influence any act or decision of such other person, entity or

government instrumentality).

Applicable Anti-Corruption Legislation

The term "Public Official" includes any person acting on behalf of any government
department, agency or instrumentality or any state-owned or controlled enterprise. By
way of example, this includes health care professionals employed by a state- or local
municipality-run hospital or clinic, and representatives of public international
organizations.
The Trial Parties must not make, give or offer any payment, gift or other benefit or
advantage to any person whilst knowing or suspecting that all or a portion of such
money, gift, benefit or advantage will be used, whether directly or indirectly, in breach of
(B) or (C) above.

(()

securing any improper advantage; or

The Trial Parties shallmake and keep books,records,and accounts, which, in

reasonable detail, accurately and fairly reflect the transactions and dispositions of the
assets of the Trial Parties;

(i)

The Trial Parties shall devise and maintain a system of internal accounting controls
sufficient to provide reasonable assurances that -

(ii)

(iv)

transactions are executed in accordance with management's general or specific
authorization;

()
transactions are recorded as necessary

(1)

to permit preparation of financial statements in conformity with generally
accepted accounting principles or any other criteria applicable to such
statements, and
to maintain accountability for assets;

access to assets is permitted only in accordance with management's general or

specific authorization; and
the recorded accountability for assets is compared with the existing assets at
reasonable intervals and appropriate action is taken with respect to any
differences.
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ANNEX

4:

NOVARTIS

PROFESSIONAL

PRACTICES

POLICY
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