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D

IA
N

O
N

JU
D

C
A

E
N

D
E

C
2018

0
2018O

R
N

ferts/ frts

Initiats$PO
N

SO
R

PR
O

D
U

C
T

C
O

D
E

:

R
s.100

O
N

E

H
U

N
D

R
E

D
R

U
PE

E
S

ST
U

D
Y

C
O

D
E

:

ST
U

D
Y

N
A

M
E

:

IO
01O

01O
0

Sotagliflozin/SA
R

439954

E
FC

14875

T
H

E
SC

O
R

E
D

T
R

IA
L

IN
V

E
ST

IG
A

T
O

R
/IN

ST
IT

U
T

IO
N

C
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N
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R
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C
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N
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e

&
C
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G
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M
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L
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C
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N
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E
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O
R

E
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T
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U
T

IO
N

U
H
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E
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D
ate:

30th
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2019

Initials
IN

V
E
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IG

A
T

O
R
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N

o:
1
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T
his

C
ontract (hereinafter

"the
C

ontract")
is

m
ade

on
21"

day
ofJanuary

2019,
by

and
am

ong:

D
O

C
T

O
R

SU
SH

IL
K

U
M

A
R

G
U

PT
A

,
Professor,

having
his

address
at

E
ndocrinology

D
epartm

ent,
020

floor,
C

-B
lock,

Sanjay
G

andhi
Postgraduate

institute
of

M
edical

Sciences,
R

ae
B

areli
R

oad,
L

ucknow
,

U
ttar

Pradesh
226014,

India

H
ereinafterthe

"IN
V

E
ST

IG
A

T
O

R
",

A
N

D

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,
having

its
address

at
R

ae
B

areliR
oad,

L
ucknow

,
U

ttar
Pradesh

226014,
India

represented
for

the
purposes

hereof
by

Prof.
R

akesh
K

apoor,
D

irector

H
ereinafterthe

"IN
ST

IT
U

T
IO

N
"

A
N

D

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

,
a

private
lim

ited
com

pany
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
forthe

purposes
hereof

by
D

r.
C

hirag
T

rivedi,
C

linical
Study

U
nit,

D
irector

H
ereinafterthe

"SPO
N

SO
R

"

T
he

IN
V

E
ST

IG
A

T
O

R
,the

IN
ST

IT
U

T
IO

N
and

the
SPO

N
SO

R
are

hereinafter
individually

referred
to

as
a

"Party
"or

collectively
referred

to
as

the
"Parties".

W
IT

N
E

SSE
T

H
:

W
H

E
R

E
A

S,
the

SPO
N

SO
R

is
to

perform
a

clinical
trial

"A
R

andom
ized,

D
ouble-blind,

Placebo
controlled,

Parallel-group,
M

ulticenter
Study

to
D

em
onstrate

the
E

ffects
of

Sotagliflozin
on

C
ardiovascular

and
R

enal
E

vents
in

Patients
w

ith
T

ype
2

D
iabetes,

C
ardiovascular

R
isk

Factors
and

M
oderately

Im
paired

R
enal

Function"
(hereinafter

the
«

Study
»)

to
evaluate

Sanofi
drug

Sotagliflozin/SA
R

439954
(hereafter

the
«

Investigational
M

edicinal
Product

»)
in

accordance
w

ith
a

protocol
entitled

[T
he

SC
O

R
E

D
T

rial,
E

FC
14875]

and
its

am
endm

ents
(hereinafter

collectively
the

«
Protocol»),

and
W

H
E

R
E

A
S,

the
lN

ST
IT

U
T

IO
N

is
a

H
ospital

know
n

for
its

m
edical

excellence,
having

the
highest

caliber
faculty,

high
class

education,
research

and
patient care,

and

W
H

E
R

E
A

S
the

IN
V

E
ST

IG
A

T
O

R
is

a
doctor

attached
to

the
IN

ST
IT

U
T

IO
N

and
is

specialized
in

the
field

of
E

ndocrinology,
and

W
H

E
R

E
A

S,
the

IN
ST

T
U

T
IO

N
and

the
IN

V
E

ST
IG

A
T

O
R

having
each

review
ed

the
Protocol

for
the

Study,
the

C
linical

Investigator
B

rochure
and

sufficient
inform

ation
regarding

the
Investigational

M
edicinal

Product
to

evaluate
their

interest
in

participating
in

the
Study,

w
ish

to

participate
in

the
Study

and
assure

that
they

have
sufficient

authority,
com

petence
and

experience
in

clinical
trials,

along
w

ith
the

necessary
infrastructure

and
technical

m
eans

to
perform

the
Study,

and

W
H

E
R

E
A

S
the

IN
V

E
ST

IG
A

T
O

R
is

responsible
for

ensuring
that

the
E

thics
C

om
m

ittee
is

registered
before

starting
the

Study:

In
consideration

of
the

undertakings
and

com
m

itm
ents

set
forth

herein,
the

Parties
agree

to
enter

into
the

C
ontract,

w
hich

provisions
shall

apply
in

com
pliance

w
ith

those
ofthe

Protocol.

A
R

T
IC

L
E

1.
PR

O
T

O
C

O
L

.

IN
V

E
ST

IG
A

T
O

R
/IN

ST
IT

U
T

IO
N

shall
perform

the
Study

in
strict

com
pliance

w
ith

the
Protocol

and
a

copy
ofthe

sam
e

has
been

provided
and

signed
by

the
IN

V
E

ST
IG

A
T

O
R

and
is

subm
itted

to
the

relevant
Independent

E
thic

C
om

m
ittee

(«lE
C

/IR
B

»)/H
ealth

A
uthority

(«H
A

»)/C
om

petent
A

uthority

Site
N

am
e:

Sanjay
G

andhiPostgraduate
Institute

of
M

edicalSciences,
L

ucknow

Study
C

ode
/ N

am
e:

E
FC

14875
/T

he
SC

O
R

E
D

T
rial

Lenovo
ER



(«C
A

»)
for

favorable
opinion/approval

and
as

the
Protocol

m
ay

be
am

ended
from

tim
e

to
tim

e
thereafter.

A
ny

am
endm

ent
to

the
Protocol shall

be
notified

to
the

relevant
|E

C
A

R
B

/H
A

/C
A

according
to

local
regulations.

A
llof

the
term

s
of

the
Protocol

and
any

further
am

endm
ents

to
the

Protocol
are

incorporated
hereunder

and
are

part
ofthe

C
ontract.

T
o

the
extent

that
there

m
ay

be
any

inconsistency
betw

een
this

C
ontract

and
the

Protocol,
this

C
ontract

shall control,
except

w
ith

respect
to

m
edical

or
clinical

m
atters,

for
w

hich
the

provisions
ofthe

Protocol
shall

take
precedence.

T
he

Study
shall be

perform
ed

at
the

IN
ST

IT
U

T
IO

N
Sanjay

G
andhi

Postgraduate
Institute

of
M

edicalSiences,
R

ae
B

areli
R

oad,
L

ucknow
,

U
ttarPradesh

226014,
India

(hereafter
the

«Study
Site»).

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

shall
be

responsible
forobtaining

any

authorization
from

the
representatives

ofthe
Study

Site
w

here
the

Study
is

perform
ed.

Forthe
avoidance

of
doubt,

the
sum

s
paid

under
E

xhibit
1

ofthe
C

ontract
to

the
IN

V
E

ST
IG

A
T

O
R

and/or
the

IN
ST

IT
U

T
IO

N
include

global
com

pensation
for

the
perform

ance
of

the
Study

carried
out

atthe
Study

Site. A
R

T
IC

L
E

2.
ST

U
D

Y
SIT

E
.

T
he

IN
V

E
ST

IG
A

T
O

R
hereby

represents,
w

arrants
and

covenants
that

he/she
has

and
shall

m
aintain

all
necessary

authorizations
from

the
Study

Site
representatives

to
perform

the
Study

and
that

he/she
shall

take
responsitility

for
the

paym
ent

of
any

cost
incurred

by
the

Study
Site

in
connection

w
ith

the
Study,

the
am

ount
and

term
s

of
w

hich
shall

be
directly

and
exclusively

handled
by

the
IN

V
E

ST
IG

A
T

O
R

and
the

Study
Site.

For
the

purpose
of

the
C

ontract,
the

term
«C

ollaborators»
shall

m
ean

any
person

involved
in

the
Study

including
but

not
lim

ited
to

associates,
sub-investigators,

biologists,assistants
and

nurses.

T
he

IN
V

E
ST

IG
A

T
O

R
shall

bind
the

C
ollaborators

w
ith

obligations
at

least
as

stringent
as

those
provided

for
in

the
C

ontract.T
herefore,

the
IN

V
E

ST
IG

A
T

O
R

shall
be

held
liable

should
any

of
the

C
ollaborators

fail
to

com
ply

w
ith

any
ofthe

obligations
provided

for
in

this
C

ontract.

3.1

3.2

3.3

A
R

T
IC

L
E

3.
C

O
M

PL
IA

N
C

E
.

T
he

Study
shall

be
perform

ed
in

accordance
w

ith
(i)the

Protocol
(ii)

all
applicable

C
entral,

State
and

L
ocal

law
s,

rules
and

regulations
in

India
including

the
E

thical
G

uidelines
for

B
iom

edical
R

esearch
on

H
um

an
Subjects

issued
by

the
lndian

C
ouncil

of
M

edical
R

esearch
and

the
Indian

G
C

P
G

uidelines
(ii)

the
G

uideline
for

G
ood

C
Iinical

Practiceof
the

International
C

onference
on

H
arm

onization
(hereinafter

the
«lC

H
-

G
C

P»),
(iv)

the
principles

laid
dow

n
by

the
18th

W
orld

M
edical

A
ssem

bly
(H

elsinki,
1964)

and
all

applicable
am

endm
ents

laid
dow

n
by

the
W

orld
M

edical
A

ssem
blies,

and
(v)

the
specific

procedures
provided

by
the

SPO
N

SO
R

applicable
for

conducting
the

Study.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

shall ensure
that

all
procedures

defined
in

the
Protocol

are
com

plied
w

ith,
so

that
all

data
com

ing
from

the
Study

Site
are

reliable
and

have
been

processed
correctly

(especially
the

random
ization

lists,
and

the
blind

character
of

the
Study

as
the

case
m

ay
be)

and
w

ill
ensure

that
the

content
of

the
case

report
form

(C
R

F)
/electronic

case
reportform

(e-C
R

F)
w

illaccurately
reflect source

docum
ents.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

shall
subm

it
C

R
FleC

R
Fs

to
the

SPO
N

SO
R

.
T

he
IN

V
E

ST
IG

A
T

O
R

and
any

C
ollaborator

(as
such

term
is

defined
at

A
rticle

5.2)
w

ill
be

trained
by

the
SPO

N
SO

R
w

ith
respect

to
the

use
ofeC

R
Fs.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

agree
that

any
and

all
equipm

ents
if

provided
to

the
IN

V
E

ST
IG

A
T

O
R

's
Study

Site
and

or
to

the
IN

ST
IT

U
T

IO
N

to
com

plete
eC

R
Fs

shall
rem

ain
the

sole
property

of
the

SPO
N

SO
R

.
T

he
IN

V
E

ST
IG

A
T

O
R

and
the

IN
ST

IT
U

T
IO

N
shall

prom
ptly

return
anysuch

equipm
ent

w
hen

all
eC

R
Fs

for
the

Study
have

been
com

pleted
by

the
IN

V
E

ST
IG

A
T

O
R

and/orthe
IN

ST
IT

U
T

IO
N

.

Site
N

am
e:

Sanjay
G

andhiPostgraduate
Institute

of
M

edicalSciences,
L

ucknow
Study

C
ode

/N
m

e:
E

FC
14875/T

he
SC

O
R

E
D

T
rial

Lenovo
ER



T
his

C
ontract

is
being

entered
into

force
from

30th
January

2019
("the

E
ffective

D
ate")

and
shall

expire
upon

receipt
by

the
SPO

N
SO

R
of

all
data

generated
by

the
IN

V
E

ST
IG

A
T

O
R

and
after

com
pletion

ofthe
close-out

visitforthe
Study

Site.

T
he

Parties
estim

ate
that the

w
hole

Study
w

ill
take

approxim
ately

51
(fifty

one)
m

onths
from

the
first visit

ofthe
first

Subject
to

the
last

visit
ofthe

last
Subject.

5.1

5.2

5.3

5.4

5.5

A
R

T
IC

L
E

4.
T

E
R

M
.

5.6

5.7

A
R

T
IC

L
E

5.

T
he

SPO
N

SO
R

shall
provide

directly
or

indirectly
the

IN
V

E
ST

IG
A

T
O

R
and/or

the
IN

ST
IT

U
T

IO
N

w
ith

all
necessary

inform
ation,

docum
ents

and
m

aterials,
including

but
not

lim
itedto:

IT
E

M
S

SU
PPL

IE
D

B
Y

T
H

E
SPO

N
SO

R
.

the
Investigator

B
rochure

(IB
)

/Sm
PC

data
the

Protocol,
the

Inform
ed

C
onsent

Form
the

C
R

Fle-C
R

F
the

Investigational
M

edicinal
Product

m
anufactured

in
accordance

w
ith

the
applicable

regulations
and/or

the
G

ood
M

anufacturing
Practice

(G
M

P),
suitably

packaged
and

labeled
and

in
sufficient

quantity
to

conductthe
Study.

T
he

IN
V

E
ST

IG
A

T
O

R
,

the
C

ollaborators
and

the
IN

ST
IT

U
T

IO
N

shall
use

the
inform

ation,
docum

ents
and

Investigational
M

edicinal
Product

provided
by

the
SPO

N
SO

R
,

Solely
for

the
purpose

of
the

Study
as

per
Protocol

requirem
ents,

or
to

fulfill
their

O
w

n
regulatory

obligations,
to

the
exclusion

of
any

use
fortheir

ow
n

or
for a

third
party's

account.

T
he

IN
V

E
ST

IG
A

T
O

R
shall

bind
the

C
ollaborators

w
ith

obligations
at

least
as

stringent
as

those
provided

for
in

the
C

ontract.
T

herefore,
the

IN
V

E
ST

IG
A

T
O

R
shall

be
held

liable
should

any
of

the
C

ollaborators
fail

to
com

ply
w

ith
any

of
the

obligations
provided

for
in

this
C

ontract.

U
nless

otherw
ise

instructed
by

the
SPO

N
SO

R
or

required
by

applicable
law

s
and

regulations,
the

inform
ation,

docum
ents

and
Investigational

M
edicinal

Product
shall

be
returned

or
m

ade
available

to
the

SPO
N

SO
R

upon
com

pletion
ofthe

Study.

T
he

Investigational
M

edicinal
Product

w
ill

not
be

m
ade

available
to

the
investigator

until
the

SPO
N

SO
R

has
received

a
copy

of
the

w
ritten

and
dated

approval/opinion
of

the
IE

C
/IR

B
/H

A
/C

A
.

Should
the

Study
require

the
use

of
a

specific
m

aterial,
the

SPO
N

SO
R

(or
its

designee)
m

ay
provide

such
m

aterial
to

the
IN

V
E

ST
IG

A
T

O
R

and/or
the

IN
ST

IT
U

T
IO

N
under

conditions
(reference

ofthe
m

aterial,
quantities,

conditions
of

restitution,
etc.)

detailed
in

a

separate
agreem

ent.

T
he

IN
V

E
ST

IG
A

T
O

R
/ IN

ST
IT

U
T

IO
N

or
its

designee
shall

ensure
that

an
accurate

record
ofthe

quantity
of

Investigational
M

edicinal
Product

received
and

dispensed
to

each
Subject

is
m

aintained.T
he

IN
V

E
ST

IG
A

T
O

R
IIN

ST
IT

U
T

IO
N

shall
ensure

that
the

Investigational
M

edicinal
Product

is
stored

and
dispensed

in
accordance

w
ith

the
SPO

N
SO

R
's

specifications
and

applicable
law

s
and

regulations.

T
he

IN
V

E
ST

IG
A

T
O

R
/IN

ST
IT

U
T

IO
N

agree
to

take
responsibility

for
the

safeguarding
of

such
m

aterials
and

to
notify

the
SPO

N
SO

R
prom

ptly
in

case
of

any
loss

dam
age, orfailure

ofthese
m

aterials.

U
pon

term
ination

or
com

pletion
of

the
Study,

all
unused

Study
D

rug,
com

pounds,
drugs

devices,
case

report
form

s,
w

hether
or

not
com

pleted,
and

other
related

m
aterials

that
w

ere
furnished

to
the

IN
V

E
ST

IG
A

T
O

R
/IN

ST
IT

U
T

IO
N

by
or

on
behalf

of
the

SPO
N

SO
R

shall
be

returned
to

the
SPO

N
SO

R
.

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edicalSciences,

L
ucknow

Study
C

ode
/

N
am

e:
E

FC
14875

/T
he

SC
O

R
E

D
T

rial

Lenovo
ER



6.1

6.2

6.3

7.1

7.2

8.1

8.2

A
R

T
IC

L
E

6.
SU

B
JE

C
T

S
R

E
C

R
U

IT
M

E
N

T
.

T
he

IN
V

E
ST

IG
A

T
O

R
has

estim
ated

that
he/she

can
recruit

a
m

axim
um

of
30

(thirty)
Subjects

(the
«Subjects

»),
w

ithin
approxim

ately
15

(fifteen)
m

onths.
T

his
target

of
recruitm

ent
can

be
increased

only
upon

w
ritten

agreem
ent

of
the

SPO
N

SO
R

.
In

addition,
the

SPO
N

SO
R

m
ay

establish
a

threshold
num

ber
of

Subjects
and

rate
of

accrual
of

Subjects
(e.g.,

x
Subjects

per
daylw

eek/m
onth)

to
allow

for
appropriate

m
onitoring

of
the

Study
and

w
ill

com
m

unicate
this

inform
ation

to
the

IN
V

E
ST

IG
A

T
O

R
.

T
he

IN
V

E
ST

IG
A

T
O

R
undertakes

to
com

ply
w

ith
these

lim
itations

and
conditions

for
further

recruitm
ent

atthe
Study

Site
as

required
by

the
SPO

N
SO

R
.

A
m

inim
um

of
one

(1)
Subject

m
ust

be
enrolled

w
ithin

tw
o

(2)
m

onths
of

initiating
the

Study
at

the
Study

SIT
E

.
Subsequently,

if
no

Subjects
are

enrolled
over

a
period

ofthree
(3)

m
onths,

or
if

the
IN

V
E

ST
IG

A
T

O
R

cannot
begin

the
Study

at
the

ST
U

D
Y

Site,
the

SPO
N

SO
R

m
ay

decide
at

its
discretion

to
discontinue

the
Study

atthe
Study

SIT
E

.

E
specially

in
case

of
m

ulticenter
studies,

the
SPO

N
SO

R
reserves

the
right

to
request

the
IN

V
E

ST
IG

A
T

O
R

to
lim

it
the

recruitm
ent

of
further

Subjects
or

cease
the

recruitm
ent,

notably
in

case
the

global
recruitm

ent target
forthe

Study
has

been
reached.

In
such

case,
the

SPO
N

SO
R

shall
inform

the
IN

V
E

ST
IG

A
T

O
R

to
stop

the
recruitm

ent
of

any
subject

w
ho

has not
yet

signed
the

inform
ed

consent.
T

he
IN

V
E

ST
IG

A
T

O
R

shall
upon

receipt
of

the
notice

stop
im

m
ediately

further
recruitm

ent
of

Subjects.
Paym

ents
shall

only
be

m
ade

according
to

the
num

ber
of

Subjects
recruited

up
to

the
date

of
receipt

of
the

notice.
T

he
SPO

N
SO

R
w

illnot
take

any
responsibility

and
m

ake
any

paym
ent

for
the

Subjects
recruited

after
this

date.

A
R

T
IC

L
E

7.

B
efore

any
Subject's

participation
in

the
Study,

the
lN

V
E

ST
IG

A
T

O
R

shall
fully

inform
any

subject
and/or,

as
the

case
m

ay
be,

her/his
legal

representative,
in

language
understandable

to
them

,
of

all pertinent
aspects

of
the

Study
in

accordance
w

ith
the

requirem
ents

stipulated
under

Indian
law

s/regulations
(A

rticle
3.1).

T
he

Privacy
R

ules
of

each
country

shall
be

follow
ed

in
order

to
obtain

consent
from

Subjects
as

required
throughout

the
Study.

C
O

N
SE

N
T

O
F

T
H

E
SU

B
JE

C
T

S.

T
he

IN
V

E
ST

IG
A

T
O

R
shall

ensure
that

all Subjects
participating

in
the

Study
and

/or
their

legal
representative

()
have

received
a

copy
of

the
Subject

inform
ation

leaflet,
and

(iü)

have
expressed

their
prior

consent
by

signing
the

inform
ed

consent
form

,
in

such
form

at
as

approved
by

D
C

G
I

or
O

ther
A

uthority,
w

ithout
the

undue
influence

or
coercion

of
any

person
directly

involved
in

the
Study,

and
only

after
having

been
duly

inform
ed.

A
R

T
IC

L
E

8.
M

O
N

IT
O

R
IN

G
O

F
T

H
E

ST
U

D
Y

.

T
he

SPO
N

SO
R

shall
appoint

m
onitor(s),

bound
by

a
professional confidentiality

obligation,
w

ho
w

illw
ork

w
ith

the
IN

V
E

ST
IG

A
T

O
R

and
the

IN
ST

IT
U

T
IO

N
to

ensure
proper

conduct
of

the
Study

(hereinafter
the

«M
onitor(s)»).

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

agrees
to

fully
cooperate

w
ith

the
SPO

N
SO

R
's

m
onitoring

procedures
and

m
aintain

all
necessary

patient
inform

ation.

A
R

T
IC

L
E

9.

T
he

M
onitor

shall be
entitled

to
visit

the
Study

Site
and

be
regularly

inform
ed

about
the

perform
ance

of
the

Study
and

shall
collect

all
the

docum
ents

and
inform

ation
about

the
Study

in
accordance

w
ith

the
Protocol

and
the

IC
H

-G
C

P.
H

e/she
shall

have
access

to
all

records
on

the
Subjects

and
all

inform
ation

pertaining
to

the
Study,

as
w

ell
as,

copies
thereof,

ifneeded.

D
U

T
Y

O
F

IN
FO

R
M

A
T

IO
N

.

T
he

IN
V

E
ST

IG
A

T
O

R
and/or

the
IN

ST
IT

U
T

IO
N

shall
im

m
ediately

inform
the

SPO
N

SO
R

of
any

serious
adverse

event
(«SA

E
»)

or
other events

as
defined

in
the

Protocol.

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

institute
of

M
edicalSciences,

L
ucknow

Study
C

ode
/

N
am

e:
E

FC
14875

/T
he

SC
O

R
E

D
T

rial

Lenovo
ER



10.1

10.2

10.4

11.1

10.3
T

he
PA

Y
E

E
w

illbear
the

responsibility
for

the
declaration

of
these

sum
s

and
for

the
paym

ent
of

alltaxes
and

social
contributions

on
the

fees
it

w
illreceive

hereunder.

11.2

A
R

T
IC

L
E

10.
FIN

A
N

C
IA

L
T

E
R

M
S

A
N

D
C

O
N

D
IT

IO
N

S.

11.3

A
s

consideration
for

the
proper

perform
ance

by
the

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

oftheir
obligations

under
the

C
ontract,the

SPO
N

SO
R

shall
pay

the
PA

Y
E

E
as

directed
by

the
IN

V
E

ST
IG

A
T

O
R

and/or
the

IN
ST

IT
U

T
IO

N
in

com
pliance

w
ith

the
paym

ent
term

s
defined

in
E

xhibit
1.Paym

ent
term

s
m

ay
be

m
odified

only
upon

prior
w

ritten
consent

ofthe
Parties.

L
ikew

ise,
non-em

ergency
additional

tests
or

services
(tests

or
services

non-required
by

the
Protocol

or
perform

ed
in

excess
of

Protocol
requirem

ent)
shall

not
be

reim
bursed

hereunder
w

ithoutthe
prior

w
ritten

consent
ofthe

SPO
N

SO
R

.

O
ut

of
pocket expenses

authorized
in

advance
by

the
SPO

N
SO

R
that

have
been

provided
for

in
E

xhibit
1

shall
be

reim
bursed

to
the

PA
Y

E
E

as
directed

by
the

IN
V

E
ST

IG
A

T
O

R
and/or

the
IN

ST
IT

U
T

IO
N

(w
ithout

any
m

ark-up)
w

ithin
30

(thirty)
days

on
receipt

by
the

SPO
N

SO
R

of an
item

ized
invoice

on
the

L
etter

H
ead

ofthe
PA

Y
E

E
.

Fees/reim
bursem

ent
of

costs
to

the
IN

V
E

ST
IG

A
T

O
R

and/or
the

IN
ST

IT
U

T
IO

N
by

the
PA

Y
E

E
w

ill
be

an
internal arrangem

ent
am

ong
them

selves
and

the
SPO

N
SO

R
w

illnot
be

liable
to

pay/reim
burse

any
am

ount
to

the
IN

V
E

ST
IG

A
T

O
R

and/orthe
IN

ST
IT

U
T

IO
N

.

A
R

T
IC

L
E

11.
C

O
N

FID
E

N
T

IA
L

IT
Y

A
N

D
R

E
ST

R
IC

T
E

D
U

SE
.

A
llinform

ation
disclosed

or
provided

by
the

SPO
N

SO
R

or
produced

during
the

Study,
including

but
not

lim
ited

to
the

Protocol,
the

Investigator's
brochure

and
C

R
F/e-C

R
F,

the
results

obtained
during

the
course

of
the

Study,
the

financial
term

s
of

the
C

ontract
(hereafter

the
«

C
onfidential

Inform
ation

»),
is

confidential.
T

he
IN

V
E

ST
IG

A
T

O
R

and
the

IN
ST

IT
U

T
IO

N
,

agree
to

keep
confidential

and
not

to
disclose

the
C

onfidential
Inform

ation
to

any
third

party
w

ithout
the

prior
w

ritten
approval

of
the

SPO
N

SO
R

,
T

he
IN

V
E

ST
IG

A
T

O
R

and
the

IN
ST

IT
U

T
IO

N
,

shall
use

the
C

onfidential
Inform

ation
solely

for
the

purposes
ofthe

Study.

Furtherm
ore,

the
Parties

agree
to

adhere
to

the
principles

of
personal

data
confidentiality

in
relation

to
the

Subjects,
the

IN
V

E
ST

IG
A

T
O

R
,

the
IN

ST
IT

U
T

IO
N

and
C

ollaborators
involved

in
the

Study.
E

ach
C

ollaborator
shall

be
subject

to
these

obligations
of

confidentiality
and

restricted
use.

T
he

IN
V

E
ST

IG
A

T
O

R
shall

inform
the

C
ollaborators

of

the
confidential

nature
of

the
Study

and
w

ill
only

provide
them

w
ith

the
inform

ation
that

is
strictly

necessary
forthe

accom
plishm

ent
oftheir

acts.

C
onfidential

Inform
ation

shall
not

include
inform

ation
that:

(1)
is

at
the

tim
e

of
disclosure,

or
thereafter

becom
es,

publicly
available

through
no

fault
of

the
IN

V
E

ST
IG

A
T

O
R

or
the

IN
ST

IT
U

T
IO

N
;

(2)
is

disclosed
to

the
IN

V
E

ST
IA

T
O

R
or

to
the

IN
ST

IT
U

T
IO

N
by

a
third

party
entitled

to
disclose

such
inform

ation
in

a
non-confidential

m
anner;

(3)
is

know
n

to
the

IN
V

E
ST

IG
A

T
O

R
or

to
the

IN
ST

IT
U

T
IO

N
prior

to
disclosure

under
this

C
ontract,

as
show

n
by

the
IN

V
E

ST
IG

A
T

O
R

's
or

the
IN

ST
IT

U
T

IO
N

's
prior

w
ritten

records;
(4)

can
be

docum
entedto

have
been

independently
developed

by
Study

Site's
personnel

w
ithout

reliance
on

C
onfidential

inform
ation;

or
(5)

is
required

by
applicable

law
to

be
disclosed,

provided
that

the
IN

V
E

ST
IG

A
T

O
R

or
the

IN
ST

IT
U

T
IO

N
gives

the
SPO

N
SO

R
prom

pt
notice

of
such

fact
so

that
it

m
ay

obtain
a

protective
order

or
other

appropriate
rem

edy
concerning

any
such

disclosure,
cooperate

fully
w

ith
the

SPO
N

SO
R

in
connection

w
ith

its
efforts

to
obtain

any
such

order
or

other
rem

edy,
and

disclose,
w

here
disclosure

is
necessary,

only
the

inform
ation

legally
required

to
be

disclosed.

T
he

obligations
of

confidentiality
and

restricted
use

contained
herein

are
applicable

during
the

term
of

the
C

ontract
and

shallsurvive
for

10
(ten)

years
from

its
date

of
term

ination,
w

hether
by

expiration
or

by
early

term
ination.

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edical

Sciences,
L

ucknow

Study
G

ode
/

N
am

e:
E

FC
14875

/T
he

SC
O

R
E

D
T

rial

Lenovo
ER



T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

through
the

Study
Site

shall
retain

and
preserve

one
(1)

copy
only

of
all

data
generated

in
the

course
of

the
Study

for
the

longest
of

those
tw

o
tim

e
periods:

13.1

A
R

T
IC

L
E

12.

13.2

T
he

SPO
N

SO
R

m
ust

be
inform

ed
in

w
riting

of
any

change
of

address
or

relocation
of

the
Study

files
and

ofthe
IN

V
E

ST
IG

A
T

O
R

the
IN

ST
IT

U
T

IO
N

during
this

period.

13.3

fifteen
(15)

years
or,

Follow
ing

the
R

etention
Period,

as
instructed

by
the

SPO
N

SO
R

,
the

IN
V

E
ST

IG
A

T
O

R
and/or

the
IN

ST
IT

U
T

IO
N

W
ill

either
forw

ard
such

records
to

the
SPO

N
SO

R
at

the
SPO

N
SO

R
's

expense,
retain

such
records

for
a

reasonable
additional

charge
to

be
negotiated,

or
destroy

the
records,

and
send

to
the

SPO
N

SO
R

proof
of

such
destruction.

Subjectfiles
should

be
retained

as
per

G
C

P
requirem

ents
as

defined
in

the
Protocol

and
in

com
pliance

w
ith

local
regulations.

14.1

R
E

C
O

R
D

R
E

T
E

N
T

IO
N

.

such
longer

period
as

required
by

applicable
regulatory

requirem
ents, (the

«
R

etention
Period

»).

A
R

T
IC

L
E

13.
PE

R
SO

N
A

L
D

A
T

APR
O

T
E

C
T

IO
N

.

T
he

Subject
data

and
specific

data
regarding

the
IN

V
E

ST
IG

A
T

O
R

,
the

IN
ST

IT
U

T
IO

N
and

C
ollaborators

w
hich

m
ay

be
collected

by
the

SPO
N

SO
R

and
included

in
the

SPO
N

SO
R

's
databases,

shal
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

SPO
N

SO
R

or
its

representative
to

H
ealth

A
uthorities

or
to

the
SPO

N
SO

R
's

representative
located

in
a

country
w

here
there

is
no

personal
data

protection
law

,
or

w
here

the
level

of
protection

im
posed

by
local

law
is

less
stringentthan

requirem
ents

ofthe
E

uropean
U

nion
under

w
hich

Sanofi
is

governed.
A

s
data

controller,
w

hen
processing

or
archiving

data
pertaining

to
the

lIN
V

E
ST

IG
A

T
O

R
,

the
IN

ST
IT

U
T

IO
N

,
the

C
ollaborators

and/or
the

Subjects,
the

SPO
N

SO
R

shal
take

all
appropriate

m
easures

to
safeguard

and
prevent

access
to

this
data

by
unauthorized

third
party.

T
he

IN
V

E
ST

IG
A

T
O

R
,

the
IN

ST
IT

U
T

IO
N

,
the

C
ollaborators

and/or
the

Subjects
have

the
right

to
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
ofthe

SPO
N

SO
R

,
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

possible
only

for
justifiable

reason
and

if
it

is
not

required
by

law
to

keep
it.

A
R

T
IC

L
E

14.
PU

B
L

IC
A

T
IO

N
S

A
N

D
C

O
M

M
U

N
IC

A
T

IO
N

S.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

undertakes
not

to
m

ake
any

publication
or

release
pertaining

to
the

Study
and/or

results
of

the
Study

w
ithout

the
SPO

N
SO

R
's

prior
w

ritten
consent,

being
understood

that
the

SPO
N

SO
R

w
ill

not
unreasonably

w
ithhold

its
approval.

A
s

the
Study

is
being

conducted
at

m
ultiple

sites,
the

SPO
N

SO
R

agrees
that,

consistent
w

ith
scientific

standards,
first

presentation
or

publication
of

the
results

ofthe
Study

shall
be

m
ade

only
as

part
of

a
publication

ofthe
results

obtained
by

allsites
perform

ing
the

Study.
H

ow
ever,

if
no

m
ulticenter

publication
has

occurred
w

ithin
tw

elve
(12)

m
onths

follow
ing

the
com

pletion
ofthe

Study
at

all
sites,

the
IN

V
E

ST
IG

A
T

O
R

shall
have

the
right

to
publish

or
present

independently
the

results
of

the
Study

subject
to

the
review

procedure
set

forth
herein.

T
he

IN
V

E
ST

IG
A

T
O

R
shall

provide
the

SPO
N

SO
R

w
ith

a
copy

of
any

such
presentation

or
publication

derived
from

the
Study

for
review

and
com

m
ent

at
least

thirty
(30)

days
in

advance
of

any
presentation

or
subm

ission
for

publication.
In

addition,
ifrequested

by
the

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edical

Sciences,
L

ucknow
Study

C
ode

/
N

am
e:

E
FC

14875/T
he

SC
O

R
E

D
T

rial

Lenovo
ER



14.2

14.3

15.1

15.2

15.3

15.4

15.5

16.1

SPO
N

SO
R

,
any

presentation
or

subm
ission

for
publication

shall
be

delayed
for

a
lim

ited
tim

e,
not

to
exceed

ninety
(90)

days,
to

allow
for

filing
of

a
patent

application
or

such
other

m
easures

as
the

SPO
N

SO
R

deem
s

appropriate
to

establish
and

preserve
its

proprietary
rights.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

shall
not

use
the

nam
e(s)

of
the

SPO
N

SO
R

and/or
of

its
em

ployees
in

advertising
or

prom
otional

m
aterial

or
publication

w
ithout

the
prior

w
ritten

consent
of

the
SPO

N
SO

R
.

T
he

SPO
N

SO
R

shall
not

use
the

nam
e(s)

of
the

IN
V

E
ST

IG
A

T
O

R
,

the
IN

ST
IT

U
T

IO
N

and/or
the

C
ollaborators

in
advertising

or
prom

otional
m

aterial
or

publication
w

ithout
having

received
their

prior
w

ritten
consent(s).

T
he

SPO
N

SO
R

has
the

right
at

any
tim

e
to

publish
the

results
ofthe

Study.

A
R

T
IC

L
E

15.
PR

O
PE

R
T

Y
R

IG
H

T
S.

A
ll

inform
ation,

docum
ents,

m
aterials

(hereinafter
collectively

«inform
ation»)

and
Investigational

M
edicinal

Product
provided

by
the

SPO
N

SO
R

are
and

shall
rem

ain
the

sole
and

exclusive
property

ofthe
SPO

N
SO

R
or

its
designee.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

shall
not

them
selves

and/or
shall

not
perm

it
any

of
its

C
ollaborators

to
m

ention
any

Inform
ation

orthe
Investigational

M
edicinal

Product
in

any
application

for
a

patent
or

any
other

intellectual
property

rights
w

hatsoever.
A

llthe
results,

data,
docum

ents,
discoveries

and
inventions

w
hich

arise
directly

or
indirectly

from
the

Study
in

any
form

,
shall be

the
im

m
ediate

and
exclusive

property
ofthe

SPO
N

SO
R

or
its

designee.
For

this
purpose,

the
IN

V
E

ST
IG

A
T

O
R

,the
C

ollaborators
and

the
IN

ST
IT

U
T

IO
N

presently
assign

to
the

SPO
N

SO
R

(or
its

designee)
all

intellectual
property

rights
(including

all
patents,

copyrights,
databases

and
any

application
or

right
to

apply
for

registration
of

any
ofthose

rights)
w

hich
m

ay
arise

directly
or

indirectiy
from

the
Study

and
all

existing
or

future
m

aterials
created

in
relation

to
the

Study.

T
he

SPO
N

SO
R

m
ay

use
or

exploit
all

the
results

at
its

ow
n

discretion,
w

ithout
any

lim
itation

to
its

property
right

(territory,
field,

continuance..),
and

w
ithout

any
additional

paym
ent.

T
he

SPO
N

SO
R

shall
be

under
no

obligation
to

patent,
develop,

m
arket

or
otherw

ise
use

the
results

ofthe
Study,

issued
under

this
C

ontract.
A

s
the

case
m

ay
be,

the
IN

V
E

ST
IG

A
T

O
R

,
the

IN
ST

IT
U

T
IO

N
and/or

the
C

ollaborators
shall

provide
all

assistance
required

by
the

SPO
N

SO
R

,
at

the
SPO

N
SO

R
's

expense,
for

obtaining
and

defending
any

patent,
including

signature
of

alllegal
docum

ents.

A
R

T
IC

L
E

16.
L

IA
B

IL
IT

Y
–

IN
D

E
M

N
IFIC

A
T

IO
N

–
IN

SU
R

A
N

C
E

.

In
accordance

w
ith

R
ule

122-D
A

B
of

the
D

rugs
&

C
osm

etics
R

ules,
1945

in
the

event
of

injury
to

or
death

of
a

Subject during
the

Study,the
follow

ing
shall

apply:
(1)

In
the

case
of

an
injury

occurring
to

the
Subject

during
the

clinical
trial,

free
m

edical
m

anagem
ent

shall
be

given
as

long
as

required
ortill such

tim
e

it
is

established
that

the
injury

is
not

related
to

the
clinical

trial,
w

hichever
is

earlier.
(2)

In
case

the
injury

occurring
to

the
Subject

is
related

to
the

Study,
such

Subject
shall

also
be

entitled
for

financial
com

pensation
as

determ
ined

by
the

L
icensing

A
uthority

under
the

said
R

ules
over

and
above

the
expenses

incurred
on

the
m

edical
m

anagem
ent

of
the

Subject;

In
case,

there
is

no
perm

anent
injury,

the
quantum

of
com

pensation
shall

be
com

m
ensurate

w
ith

the
nature

of
the

non-perm
anent

injury
and

loss
of

w
ages

of
the

subject;

(3)
In

the
case

of
Study

related
death

of
the

Subject,
his/her

nom
inee(s)

w
ould

be
entitled

for
financial

com
pensation

as
per

the
order

of
the

L
icensing

A
uthority

and
the

financial
com

pensation
w

illbe
over

and
above

any
expenses

incurred
on

the
m

edical
m

anagem
ent

ofthe
Subject;

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edical

Sciences,
L

ucknow

Study
C

ode
/

N
am

e:
E

FC
14875

/T
he

SC
O

R
E

D
T

rial

Lenovo
ER



(4)
T

he
expenses

on
m

edical
m

anagem
ent

and
financial

com
pensation

in
the

case
of

Study
related

injury
or

death
ofthe

Subject
shall

be
borne

by
the

SPO
N

SO
R

;

(5)
A

ny
injury

or
death

of
the

Subject
occurring

in
the

Study
due

to
the

follow
ing

reasons
shall

be
considered

as
Study

related
injury

or
death

and
the

Subject
or

his/her
nom

inee(s),
as

the
case

m
ay

be
w

ill
be

entitled
for

financial
com

pensation
forsuch

injury
ordeath:

16.2

16.3

16.4

(1)

(a)
adverse

effect
ofthe

Investigational
M

edicinal
Product;

(2)

(b)
violation

of
the

Protocol,
scientific

m
isconduct

or
negligence

by
the

SPO
N

SO
R

or

the
IN

V
E

ST
IG

A
T

O
R

,
Provided

that
if

such
violation

of
the

Protocol,
scientific

m
isconduct

or
negligence

is
by

the
IN

V
E

ST
IG

A
T

O
R

,
then

the
IN

V
E

ST
IG

A
T

O
R

w
ill

be
liable

to
reim

burse
to

the
SPO

N
SO

R
the

expenses
on

such
m

edical

m
anagem

ent
and

financial
com

pensation
that

the
SPO

N
SO

R
shall

have
paid

to
the

Subject
or

his/her
nom

inee(s), as
the

case
m

ay
be;

(3)

(c)
failure

of
the

Investigational
M

edicinal
Product

to
provide

intended
therapeutic

effect;
w

here
the

standard
care,though

available,
w

as
not

provided
to

the
subject

as
per

the
clinical

trial
protocol;

(d)
use

of
placebo

in
a

placebo-controlled
trial;

w
here

the
standard

care,
though

available, w
as

not
provided

to
the

subject as
per

the
clinical

trial
protocol;

T
he

SPO
N

SO
R

certifies
ithas

subscribed
a

liability
insurance

policy
to

cover
its

liability
as

required
by

applicable
law

.
T

he
SPO

N
SO

R
w

illprovide
the

IN
V

E
ST

IG
A

T
O

R
and/or

the
IN

ST
IT

U
T

IO
N

w
ith

a
certificate

of
insurance

in
the

countries
w

here
this

docum
ent

is
required.

(e)
adverse

effects
due

to
concom

itant
m

edication
excluding

standard
care,

necessitated
as

part
ofthe

Protocol;

T
he

insurance
subscribed

by
the

SPO
N

SO
R

does
not

release
either

the
IN

V
E

ST
IG

A
T

O
R

orthe
IN

ST
IT

U
T

IO
N

from
their

obligation
to

m
aintain

their
ow

n
liability

insurance
policy.

T
he

SPO
N

SO
R

agrees
to

indem
nify,

hold
harm

less
and

defend
the

IN
V

E
ST

IG
A

T
O

R
,

the
IN

ST
IT

U
T

IO
N

,
and

C
ollaborators

(«
Indem

nities
»)

from
and

against
any

and
all

claim
s

and
suits,

including
reasonable

attorneys'fees
incurred

in
the

defence
thereof,

arising
out

of
an

injury
to

a
Subject

(including
death)

caused
by

the
adm

inistration
of

the
Investigational

M
edicinal

Product
or

the
perform

ance
of

any
procedure

required
under

the
Protocol, except

to
the

extent
such

claim
or

suit
is

attributable
to:

()
for

injury
to

a
child

in-utero
because

ofthe
participation

of
parent

in
the

Study;

(g)
any

clinical
trial

procedures
involved

in
the

Study.

a
failure

to
adhere

to
the

term
s

of
this

C
ontract,

the
Protocol

or
any

w
ritten

instructions
from

the
SPO

N
SO

R
regarding

the
adm

inistration
ofthe

Investigational
M

edicinal
Product

orthe
perform

ance
of

any
required

procedure;
or

a
failure

to
com

ply
w

ith
any

applicable
law

s,
regulations

and
governm

ent
requirem

ents
(including,

w
ithout

lim
itation,

obtaining
inform

ed
consents);

or

the
negligence

or
w

ilful
m

alfeasance
ofthe

Indem
nities.

T
he

SPO
N

SO
R

shall
have

no
obligation

under
this

A
rticle,

how
ever,

unless:
)

the
SPO

N
SO

R
is

prom
ptly

notified
of

any
such

claim
or

suit;
()

the
Indem

nities
cooperate

fully
in

the
handling

thereof;
and

(ii)
the

SPO
N

SO
R

has
sole

control
over

the
disposition

of
such

claim
or

suit,
including

the
selection

of
counsel

and
any

settlem
ent

thereof,
provided,

how
ever,

that
no

settlem
ent

shall
include

an
adm

ission
of

liability
on

the
part

of
the

Indem
nities

w
ithout

their
prior

w
riten

consent,
w

hich
consent

shallnot
be

unreasonably
w

ithheld.

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

lnstitute
of

M
edical

Sciences,
L

ucknow

Study
C

ode
/N

am
e:

E
FC

14875
/T

he
SC

O
R

E
D

T
rial

Lenovo
ER



17.1

17.2

17.3

17.4

17.5

17.6

18.1

18.2

19.1

A
R

T
IC

L
E

17.
A

U
D

IT
S

A
N

D
IN

SPE
C

T
IO

N
S.

For
the

purpose
of

ensuring
com

pliance
w

ith
the

Protocol,
G

ood
C

linical
Practice

and
applicable

regulatory
requirem

ents,
the

IN
V

E
ST

IG
A

T
O

R
and/or

the
IN

ST
IT

U
T

IO
N

I

PA
Y

E
E

shall
perm

it
audits

by
or

on
behalf

ofthe
SPO

N
SO

R
and

inspections
by

applicable
regulatory

authorities.

T
he

IN
V

E
ST

IG
A

T
O

R
agrees

to
allow

the
auditors

and/or
inspectors

to
have

direct
access

to
his/her

Study
records

and
to

Subjects
files

for
review

,
being

understood
that

this
personnel

is
bound

by
professional

secrecy,
and

as
such

w
ill

not
disclose

any
personal

identity
or

personal
m

edical
inform

ation.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

shall
devote

their
best

efforts
to

facilitate
the

perform
ance

of
any

audit
and

inspection
and

shall
give

to
the

SPO
N

SO
R

or
to

any
person

designated
by

the
SPO

N
SO

R
access

to
all

necessary
facilities,

data
and

docum
ents.

A
s

soon
as

either
the

IN
V

E
ST

IG
A

T
O

R
or

the
IN

ST
IT

U
T

IO
N

is
notified

of
a

future
inspection

by
the

authorities,
they

shall
inform

the
SPO

N
SO

R
and

authorize
the

SPO
N

SO
R

to
participate

in
this

inspection.
T

he
inform

ation
that

arises
from

the
inspections

by
the

regulatory
authorities

w
ill

be
im

m
ediately

com
m

unicated
by

the
IN

V
E

ST
IG

A
T

O
R

and/or
the

IN
ST

IT
U

T
IO

N
to

the
SPO

N
SO

R
.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

shall
take

appropriate
m

easures
required

by
the

SPO
N

SO
R

to
take

corrective
actions

w
ithoutdelay

in
order

to
solve

all
problem

s
found

during
the

audits
or

inspections.

It
is

expressly
agreed

betw
een

the
Parties

that
the

SPO
N

SO
R

w
ill

not
com

pensate
the

IN
V

E
ST

IG
A

T
O

R
and/or

the
IN

ST
IT

U
T

IO
N

for
the

audits
and

inspections
and

that
the

assistance
and

availability
of

the
IN

V
E

ST
IG

A
T

O
R

or
the

IN
ST

IT
U

T
IO

N
for

the
audits

and
inspections

is
included

in
the

am
ount

m
entioned

in
E

xhibit
1.

T
he

rights
and

obligations
under

this
A

rticle
shall

rem
ain

in
effect

for
fifteen

(15)
years

after
the

end
of

the
Study.

A
R

T
IC

L
E

18.
T

E
R

M
IN

A
T

IO
N

O
F

T
H

E
C

O
N

T
R

A
C

T
.

T
his

C
ontract

m
ay

be
term

inated:
(1)

by
a

joint
decision

of
the

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

upon
thirty

(30)
days

prior
w

ritten
notice

if
the

Study
Site

or
the

IN
V

E
ST

IG
A

T
O

R
for

any
reason

becom
es

unable
to

perform
or

com
plete

this
Study;

or
(2)

by
the

SPO
N

SO
R

upon
thirty

(30)
days

prior
w

ritten
notice.

In
the

event
this

C
ontract

is
term

inated,
the

SPO
N

SO
R

w
ill

be
responsible

for
C

om
pensating

the
IN

V
E

ST
IG

A
T

O
R

and/or
the

IN
ST

IT
U

T
IO

N
for

actual
activities

perform
ed

hereunder
in

accordance
w

ith
the

term
s

of
this

C
ontract

and
reasonable

non

cancellable
expenses

incurred
prior

to
notice

of
term

ination
if

such
expenses

w
ere

required
under

the
Protocol

and
contem

plated
w

ithin
E

xhibit
1.A

ny
funds

paid
in

advance
w

ill
be

prorated
and

any
excess

funds
w

ill
be

returned
to

the
SPO

N
SO

R
.

T
he

IN
V

E
ST

IG
A

T
O

R
shall

provide
the

SPO
N

SO
R

w
ith

alldocum
entation

required
by

the
Protocol

and
applicable

law
s

and
regulations

and
any

equipm
ent

provided
by

the
SPO

N
SO

R
in

connection
w

ith
the

Study
no

laterthan
ninety

(90)
days

afterthe
com

pletion
or

early
term

ination
ofthe

C
ontract.

T
he

term
s

and
conditions

of
A

rticles
3;

11;
12;

13;
14;

15;
16;

17;
19;

20,
21

and
22

shall
survive

the
expiration

or
earlier

term
ination

of
this

C
ontract.

A
R

T
IC

L
E

19.
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

.

T
he

IN
V

E
ST

IG
A

T
O

R
and

the
IN

ST
IT

U
T

IO
N

represent
and

w
arrant

that
neither

the
IN

V
E

ST
IG

A
T

O
R

/IN
ST

IT
U

T
IO

N
nor

any
C

ollaborators
involved

in
conducting

the
Study

or
any

m
em

ber
ofthe

staff
ofthe

IN
ST

IT
U

T
IO

N
,

has
been

debarred,
excluded,

disqualified
or

restricted
in

their
ability

to
practice

m
edicine,

participate
in

a
clinical

trial/studies,
or

Site
N

am
e:

Sanjay
G

andhiPostgraduate
Institute

of
M

edical
Sciences,

L
ucknow

Study
C

ode
/N

m
e:

E
FC

14875
/T

he
SC

O
R

E
D

T
rial

Lenovo
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Parties
w

aive
any

other
forum

to
w

hich
they

m
ay

be
entitled

by
reason

of
their

present
or

future
address

or
for

any
other

reason.

IN
W

IT
N

E
SS

W
H

E
R

E
O

F,the
Parties

hereto
have

caused
this

C
ontract

to
be

duly
executed

on
their

behalf
in

three
counterparts,

each
of

w
hich

shall
be

deem
ed

to
be

an
original,

as
of

the

E
ffective

D
ate.

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]

In
presence

of

[Signature]

[N
am

e]

(SPO
N

SO
R

)

D
r.

C
hirag

T
rivedi

C
linical

Study
U

nit
D

irector

Y
.J.

C
am

a

[Signature]

[N
am

e]

[T
itle]

In
presence

of

[Signature]

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

(IN
ST

IT
U

T
IO

N
)

[N
am

e]

[Signature]

[N
am

e]

D
irector

[T
itle]

In
presence

of

[Signature]

[N
am

e]

Prof.
R

akesh
K

apoor

IN
V

E
ST

IG
A

T
O

R

D
r.Sushil

G
upta

Professor,
D

epartm
ent

of
E

ndocrinology

R
E

C
T

O
R

Sanjay
G

endhi
Post

G
raduate

Insituteoi
M

edica!
Sciences

L
U

C
K

N
D

W
-226

014,
IN

D
IA

ofe

Site
N

am
e:

Sanjay
G

andhiPostgraduate
Institute

of
M

edicalSciences,
L

ucknow

Study
C

ode
/ N

am
e:

E
FC

14875/ T
he

SC
O

R
E

D
T

rial

Lenovo
ER



1)
T

he
SPO

N
SO

R
w

ill
pay

R
s.4,51,700/-

(R
upees

Four
L

akhs
Fifty

O
ne

T
housand

Seven

H
undred

O
nly)

per
Subject

included
in

accordance
w

ith
the

Protocol
and

w
ho

has

com
pleted

the
Study.

T
he

said
am

ount
is

inclusive
of

audits
and

inspections
com

pensation

as
referred

to
under

A
rticle

17.5.

Such
am

ount
is

divided
as

follow
s:

V
isits

Screening
(V

1)

W
eek

4
(V

3)

W
eek

0
R

andom
ization

(V
2)

W
eek

8
(v4)

W
eek

26
(V

5)

A
greem

ent
E

ffective
D

ate:
-

30"
January

2019

W
eek

35
(V

6)
Phone

V
isit

W
eek

44
(V

7)
Phone

V
isit

W
eek

52
(V

8)

W
eek

61
(v9)

phone
visit

W
eek

78
(V

11)

W
eek

70
(V

10)
Phone

visit

W
eek

87
(V

12)
Phone

V
isit

W
eek

96
(V

13)
Phone

visit

W
eek

104
(V

14)

w
eek

113
(V

15)
Phone

V
isit

w
eek

122
(V

16)
phone

visit

w
eek

130
(V

17)

E
FC

14875
(Per

Subject
C

ost
D

etails)

w
eek

139
(V

18)
phone

visit

w
eek

148
(V

19)
phone

visit
w

eek
156

(V
20)

w
eek

165
(V

21)
phone

visit

w
eek

174
(V

22)
phone

visit
w

eek
182

(V
23)

w
eek

191
(V

24)
phone

visit

w
eek

200
(V

25)
phone

visit

w
eek

208
(V

26)

w
eek

217
(V

27)
phone

visit

pE
O

T
visit

E
X

H
IB

IT
1

C
O

N
D

IT
IO

N
S

O
F

PA
Y

M
E

N
T

w
eek

226
(V

28)
phone

visit

C
lose-out

visit

Investigator
Fees

(in
lIN

R
)

17,000

22,500

14,000

14,000

14,500

3,700

3,700

17,500

3,700

3,700

17,200

3,700

3,700

17,500

3,700

3,700

17,200

3,700

3,700
17,500

3,700

3,700
17,200

3,700

3,700

17,500

3,700

3,700

14,900
14,900

Site
C

oordinator
Fees(in

IN
R

)

Study
C

ode
/

N
am

e:
E

FC
14875

/T
he

SC
O

R
E

D
T

rial

3,300

3,500

3,800
3,800

4,400

2,600

2,600

4,300

2,600

2,600

4,400

2,600

2,600

4,300

2,600

2,600

4,400

2,600

2,600

4,300
2,600

2,600
4,400
2,600

2,600

4,300

2,600

2,600

3,100

3,100

Subject
reim

bursem
ent

(for travel,
m

eals
during

site
visit)(in

IN
R

)

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edical

Sciences,
L

ucknow

1,500

1,500

1,500

1,500

1,500

1,500

1,500

1,500

1,500

1,500

1,500

1,500

1,500

1,500

Lenovo
ER



V
isits

Follow
-up

visit
U

nscheduled
V

isit
(if

done)**

T
otalPer

Subject
C

ost

E
FC

14875
(Per

Subject
C

ost
D

etails)

Investigator
Fees

(in
IN

R
)

11,800

17,000

321,400

3

Site
C

oordinator
Fees(in

IN
R

)
4,600

4,700

106,300

Subject
reim

bursem
ent

(fortravel,m
eals

during
site

visit)
(in

IN
R

)1,500

*In
case,

the
Study

C
oordinator

is
to

be
provided

by
the

SPO
N

SO
R

,
the

study
coordinator

Fees
w

illnot
be

payable
to

the
IN

ST
IT

U
T

IO
N

/IN
V

E
ST

IG
A

T
O

R
and

the
sam

e
shall

not
be

applicable.

1,500

**U
nscheduled

V
isit-

T
his

cost
does

not
apply

to
unscheduled

phone
cals

m
ade

to
the

patients.
A

lso,
the

unscheduled
visit

cost
listed

in
table

above
is

the
m

axim
um

payable
am

ount
w

hen
all

tests/procedures
are

done
during

unscheduled
visit.

In
case

all

tests/procedures
are

notdone,
the

paym
ent

w
illbe

com
m

ensurate
to

the
actual

w
ork

done
by

the
site

during
patient's

unscheduled
visit.

24,000

2)
C

ost
of

local
lab

tests,
any,

shall
be

paid
based

on
actuals

and
shall

be
payable

on
receipt

by
the

SPO
N

SO
R

of
an

item
ized

invoice.
A

dditional
investigations

apart
from

protocol
specified

investigations
w

ill
be

reim
bursed

based
on

proper
rational

provided
by

the
IN

V
E

ST
IG

A
T

O
R

and
based

on
verification

provided
by

the
SPO

N
SO

R
.

3)
For

screen
failure,

the
SPO

N
SO

R
w

ill
pay

R
s.20,000/-

(R
upees

T
w

enty
T

housand
only)

per
screen

failed
subject

(this
is

as
per

the
expectation

thatthe
screen

failure
rate

is
in

line
w

ith
the

country
screen

failure
rate).

4)
E

thics
com

m
ittee's

fees,
if

any,shall be
paid

based
on

actuals
and

shall
be

payable
on

receipt
by

the
SPO

N
SO

R
of

an
item

ized
invoice,

on
the

L
etter

H
ead

of
the

E
thics

C
om

m
ittee

and/or
the

PA
Y

E
E

.

5)
25%

Institutional
overheads

on
aforesaid

Point
1

(except
Subject

reim
bursem

ent)
&

Point

6)
Sponsor

w
ill

pay
one

tim
e

lum
p

sum
of

R
s.50,000/-

(R
upees

Fifty
T

housand
only)

after
the

Study
C

losure
to

PA
Y

E
E

for
archival

and
docum

ent
storage

for
a

period
of

15
years

from
the

date
of

site
closure.

7)
A

close
outfee

of
R

s.10,000-
(R

upees
T

en
T

housand
only)

w
ill

be
paid

tow
ards

close
out

efforts
once

the
site

close
out

visithas
been

conducted.

8)
A

onetim
e

start-up
fee

of
R

s.50,000-
(R

upees
Fifty

T
housand

only)
shall

be
paid

for
the

tim
e

spent
for

H
ealth

A
uthority

docum
entation,

undertaking
study

specific
training,

patient
identification,

E
thics

C
om

m
ittee

subm
ission,

approval
activities

and
shall

cover
the

cost
of

any
study

related
infrastructure

if
required.

T
he

paym
ent

shall
be

m
ade

on
the

receipt
of

E
thics

C
om

m
ittee

approval
unless

discontinued
due

to
regulatory

obligations.

Study
C

ode
/N

am
e:

E
FC

14875
/ T

he
SC

O
R

E
D

T
rial

9)
C

oncom
itant

m
edications

that
are

standard
of

care
for

the
underlying

diseases
are

not
reim

bursable.

10)
A

llthe
devices

or
instrum

ents
provided

by
the

SPO
N

SO
R

w
ll

be
returned

to
SPO

N
SO

R
at

the
tim

e
ofcloseout.

11) T
axes,

as
applicable,

w
ill

be
paid

on
generation

of
valid

invoice
show

ing
the

am
ount

of tax
to

be
charged

before
any

paym
ent

is
m

ade
under

this
C

ontract.

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edicalSciences,

L
ucknow

12)
E

ach
paym

entm
ade

shall
be

inclusive
of

all
applicable

taxes
and

duties
except

for
G

oods
and

Service
T

ax
("G

ST
")

w
hich

shallbe
reim

bursed
by

the
Sponsor

to
the

Payee
against

presentation
by

the
Payee

of
all

relevantdocum
entation.

T
he

party
w

ho
m

akes
a

taxable
service

under
or

in
connection

w
ith

this
C

ontract
shall

be
entitled

to
recover

such
taxes

that
it

is
required

by
law

to
collect

from
the

other
party

to

Lenovo
ER



w
hom

the
services

are
m

ade
by

issuing
a

valid
tax

invoice
in

the
form

at
prescribed

under
the

relevant
law

.
N

otw
ithstanding

anything
contrary

stated
herein

in
this

C
ontract,

the
other

party
to

w
hom

the
services

are
m

ade
shall

not
be

under
any

obligation
to

m
ake

any
paym

ent
until

the
receipt

of
the

tax
invoice.

In
addition,

ifthe
PA

Y
E

E
fails

to
upload

its
return

on
G

ST
N

portal
and

is
unable

to
pay

G
ST

w
ithin

prescribed
tim

e
period,

the
Payee

shall
indem

nify
the

Sponsor
such

G
ST

am
ount

along
w

ith
applicable

interest.

A
Subject

is
considered

as
having

com
pleted

the
Study

w
hen

he/she
has

com
pleted

the
specified

Study
period,

and
is

evaluated
as

per
the

Protocol.

In
case

of
Subjects

recruited
but

not
having

com
pleted

the
Study,

the
am

ount
to

be
paid

w
ill

be
calculated

according
to

the
fees

of
the

visits
actually

perform
ed

by
these

Subjects.
N

o
paym

ent
w

illbe
m

ade
for

an
ineligible

Subject
incorrectly

random
ized

into
the

Study
or

in
case

the
Subject

did
not

com
plete

the
Study

due
to

negligence,
m

alpractice,
breach

of
Protocol,

w
illfully

w
rong

act
or

om
ission

on
the

part
ofthe

IN
V

E
ST

IG
A

T
O

R
/IN

ST
IT

U
T

IO
N

.

T
he

paym
ent

for
recruited

Subjects
w

ill
be

m
ade

to
the

IN
V

E
ST

IG
A

T
O

R
IN

ST
IT

U
T

IO
N

on
quarterly

basis
upon

presentation
ofthe

invoices
in

Indian
R

upees
by

a
cheque/

bankw
ire

transfer
w

ithin
30

days
(from

the
receipt

of
correct

Invoice)
on

the
follow

ing
PA

Y
E

E
account:

B
ank

N
am

e
&

B
ranch:

B
ank

IFSC

A
ccount

N
o.:

PA
Y

E
E

:

PA
N

N
o.:

G
ST

N
o.:

State
B

ank
of

india
,SG

PG
IM

S,
R

ai
B

areilly
R

oad

SB
IN

O
007789

10095237491

D
irector

SG
PG

I-R
esearch

Schem
e

A
/C

A
A

A
JS3913N

09A
A

A
JS3913N

2Z
N

T
he

final
paym

ent
w

ill occur
only

after:

the
delivery

and
review

ofthe
final

data
ofthe

Study,
provided

that they
shall

be
ready

for
statistical

analysis;
the

com
pletion

of
all

C
R

F/e-C
R

F,
including

resolution
of

all
D

R
Fle-D

R
F

and
after

the
positive

opinion
on

the
part

ofthe
SPO

N
SO

R
regarding

their
filling;

receipt
of

all responses
to

the
D

R
F

from
the

IN
V

E
ST

IG
A

T
O

R
IN

ST
IT

U
T

IO
N

;
the

IN
V

E
ST

IG
A

T
O

R
has

returned
all

rem
aining

Investigational
M

edicinal
Product and

applicable
study

m
aterial,

if any,
in

com
pliance

w
ith

A
rticle

5).

Site
N

am
e:

Sanjay
G

andhi
Postgraduate

Institute
of

M
edicalSciences,

L
ucknow

Study
C

ode
/

N
am

e:
E

FC
14875

/T
he

SC
O

R
E

D
T

rial
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