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4E
T

E
M

A
H

A
R

A
SH

T
R

A

A
N

D

A
E

R
SIN

D
IA

R
500

PA
R

T
)

A
N

D

N
D

IA
N

O
N

JU
D

IC
IA

L

O
2022

O

E
V

E
H

U
N

D
R

E
D

SR
U

PE
E

S

N
O

V
A

R
T

Is
H

E
A

L
T

H
C

A
R

E
PR

IV
A

T
E

L
IM

IT
E

D
(FIR

ST
PA

R
T

h
n

N
oy

2028

S.
500:

Sanjay
G

andhiPost G
raduate

Institute
of

M
edicalSciences

(SE
C

O
N

D

D
r,

D
harm

endra
B

hadauria
(T

H
IR

D
PA

R
T

)

B
W

522341
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N
O

V
A

T
his

firstA
m

endm
ent

is
m

ade
at

M
um

bai
and

entered
into

on
20

day
of

and
betw

een;

A
N

D

FIR
ST

A
M

E
N

D
M

E
N

T
T

O
C

L
IN

IC
A

L
T

R
IA

L
A

G
R

E
E

M
E

N
T

N
O

V
A

R
T

Is
H

E
A

L
T

H
C

A
R

E
PR

IV
A

T
E

L
IM

IT
E

D
,

a
com

pany
incorporated

under
the

Indian

C
om

panies
A

ct,
1956

and
having

its
registered

office
at

Inspire
B

K
C

,
7h

Floor,
B

andra
K

uria

C
om

plex,
B

andra
(E

ast),
M

um
bai -

400
051,

M
aharashtra,

India
(hereinafter

referred
to

as

"N
ovartis", w

hich
expression

shal,
unless

repugnant
to

the
context

or
m

eaning
thereof

be

deem
ed

to
m

ean
and

include
its

successors
and

assigns)
of

the
First

Part;

A
N

D

28

Sanjay
G

andhiPost G
raduate

Institute
of M

edicalSciences,
located

at
U

ttarPradesh
("Institution")

registered
under

the
provision

of
the

State
L

egislature
A

ct
and

having
its

address
at

R
aebareli

road,
lucknow

-226014, U
ttar

Pradesh,
India

w
hich

expression
shall

m
ean

and

include
its

successors
and

assigns
ofthe

SE
C

O
N

D
PA

R
T

;

Jee,
20

by

W
H

E
R

E
A

S

D
r.D

harm
endra

B
hadauria

as
clinical

practitioner
in

the
field

of
N

ephrology
acting

in
the

role

of
principal

investigator
("Principal

Investigator")
w

hich
expression

shall
m

ean
and

include

his/her
heirs,

executors,
adm

inistrators
and

assigns
ofthe

T
H

IR
D

PA
R

T
;

(N
ovartis,

Principal
Investigator,

and
Institution

m
ay

hereinafter
be

individually
referred

to
as

Party'
and

are
collectively

referred
as

'Parties').

A
.

B
y

a
C

linical
T

rial
A

greem
ent

dated
25

Feb
2022

entered
into

betw
een

the
Parties

hereto

("A
greem

ent"),
the

Principal
Investigator

and
the

Institution
have

agreed
to

provide
certain

C
linical

T
rial

related
services

to
N

ovartis
on

the
term

s
and

conditions
contained

in
the

A
greem

ent.

H
E

A
L B
.

N
ow

by
this

first
A

m
endm

ent,
the

Parties
are

desirous
of

m
odifying

and
restating

the
sub

clause
on

U
se

of
T

rial
D

rug',
and

'PU
B

L
IC

A
T

IO
N

'
and

T
R

A
N

SPA
R

E
N

C
Y

/D
ISC

L
O

SU
R

E

M
odifying

A
nnex-1

(U
pdate

in
Paym

ent
Schedule

for
C

orrected
cost)

'clause
to

am
end

the

A
greem

ent
on

the
term

s
and

conditions
herein

after
appearing.

N
O

W
T

H
IS

A
M

E
N

D
M

E
N

T
W

IT
N

E
SSE

T
H

A
N

D
IT

IS
H

E
R

E
B

Y
A

G
R

E
E

D
B

Y
A

N
D

B
E

T
W

E
E

N

T
H

E
PA

R
T

IE
S

A
S

FO
L

L
O

W
s:

1Q
lause

5.2
(U

se
of

T
rial

D
rug)

ofthe
A

greem
ent

is
m

odified,
and

the
revised

clause
5.2

is

ás
setforth

below
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5.2
N

ovartis
shall

provide
the

T
rial

D
rugs

(as
defined

hereunder)
in

sufficient
quantity

to

conduct
the

T
rial,

unless
specified

in
Protocol

that
one

or
m

ore
drugs

is
supplied

locally.
If

the
D

rugs
are

supplied
locally,

N
ovartis

Shallreim
burse

the
Institution.

T
rial

D
rugs

shall
be

defined
as

any
investigational

drug
referred

in
the

Protocol,
w

hich
can

include
active

ingredient,
com

parator,
or

placebo.
For

purposes
of

this
A

greem
ent

only,
the

T
rial

D
rugs

shall
be

free
of

charge
to

the
Institution.

In
all

events,
the

T
rial

D
rug

shall
rem

ain
the

sole
property

of
N

ovartis.

2.
C

lause
13.1,

13.3,
13.5

and
13.9

are
added

to
the

A
greem

ent
and

the
additional

clauses
are

set
forth

as
below

:

13.1
T

he
term

'publications'
is

used
interchangeably

to
refer

to
peer-review

ed
scientific

m
anuscripts

(e.g.
prim

ary
and

secondary
m

anuscripts,
subm

itted
to

scientific
or

m
edical

journals),
scientific

congress
abstracts,

and
corresponding

posters
and

oral
presentations.

13.3
N

ovartis
folow

s
the

IC
M

JE
authorship

guidelines
(w

w
w

.icm
je.org).

A
ll

authors
m

ust
therefore

fulfill
allfour

IC
M

JE
authorship

criteria
during

publication
developm

ent to
be

included
as

authors
on

the
publication,

as
follow

s:

(aj

M
U

M
B

A

(b)

(c)

(d)

Substantial
contributions

to
conception

ordesign
ofthe

w
ork;

orthe
acquisition,

analysis,
or

interpretation
ofdata

for
the

w
ork;

A
N

D

D
rafting

the
w

ork
or

revising
itcitically

for
im

portant
intellectual

content;
A

N
D

Final
approval ofthe

version
to

be
published;

A
N

D

A
greem

ent
to

be
accountable

for
all

aspects
of

the
w

ork
in

ensuring
that

questions
related

to
the

accuracy
or

integrity
of

any
part

of
the

w
ork

are

appropriately
investigated

and
resolved.

13.5
A

uthors
w

ill
not

receive
rem

uneration
for

their
w

riting
of

a
publication,

either
directly

from
N

ovartis
orthrough

a
professional

m
edical

w
riting

agency.

13.9
N

ovartis
and

its
agents

m
ay

list
participating

investigators
and

their
institutional

affiliations
in

the
acknow

ledgem
ent

section
of

the
m

anuscript
or

abstract
subm

itted
for

publication
according

to
the

journal
or

congress
guidelines.

3.C
lause

13.4
ofthe

A
greem

ent
is

m
odified,

and
revised

clause
is

set
forth

as
below

:

13.4
T

he
list

of
persons

to
be

designated
as

prim
ary

or
secondary

author
of

any
publication

relating
to

the
T

rial
shall be

determ
ined

by
m

utual
agreem

ent
prior

to
drafting

the
publication.

4.
C

lause
13.7

ofthe
A

greem
ent

is
m

odified
and

the
revised

clause
13.7

is
as

set
forth

below
:

13.7
If

the
T

rial
is

a
m

ulti-centre
trial,

the
first

publication
of

data
shall

be
based

on

consolidated
data

from
all centres

analysed
according

to
the

Protocol,
unless

otherw
ise

H
E

A
L

agreed
in

w
riting

by
all the

Principal
Investigators

involved
in

the
T

rial
and

by
N

ovartis.

Fyblication
of

partial
data

sets
shall not

be
m

ade
until

the
fulldata

is
released.
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5.
C

lause
24.3

is
m

odified
and

revised
clause

is
as

set
forth

below
:

24.3
It

shall
be

assessed
locally

ifthe
Provision

24.3
below

is
required

and
that

itdoes
not

contradictw
ith

L
O

calR
egulations

on
D

ata
Privacy.T

he
provisions

shall
be

adapted
as

needed
to

ensure
consistency

w
ith

L
ocal

R
egulations

on
D

ata
Privacy

6.
T

his
am

endm
ent

shall
be

effective
from

10
Jul

2023
and

shall
be

coterm
inous

w
ith

the
agreem

ent
read

w
ith

the
prior

addendum
s/am

endm
ents

for
all

intents
and

purposes.

7.
Save

and
except

to
the

extent
aforesaid,

all
other

term
s

and
conditions

of
the

A
greem

ent
shallcontinue

to
rem

ain
unaltered,

valid
and

binding
upon

the
Parties.

T
his

A
m

endm
ent

shal|
hereafter

be
incorporated

into
and

deem
ed

part
of

the
A

greem
ent

and
any

future
reference

to
the

A
greem

ent
shall

include
the

term
s

and
conditions

of
this

A
m

endm
ent.

H
E

A
L
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IN
W

IT
N

E
SS

W
H

E
R

E
O

F,
the

Parties
to

this
A

m
endm

ent
have

caused
their

duly
authorized

representatives
to

enter
into

and
execute

this
A

m
endm

ent.

N
ovartis

H
ealthcare

Private
L

im
ited

B
y:

N
am

e:

T
itle:

D
ate:

H
E

A
L

7A

M
U

M
B

M
urugáhanthan

K
.

SSO
C

ountry
H

ead

26,
D

ec
20

25

Sanjay
G

andhi
Post

G
raduate

Institute
of

M
edicalSciences

B
y:

D
ireclor

N
am

e:
Prof.

R
K

D
him

ananli
Post

G
roduate

T
itle:

D
irector

D
ate:

B
y:

Sanjay

PR
IN

C
IPA

N
V

E
ST

IG
A

T
O

R

institute
of

hiedical
Sciences

L
ucknow

-
2260

14, livD
IA

N
am

e:
D

r.
D

harm
endra

Singh
B

hadauria

D
ate:

T
itle:

Professor,
D

epartm
ent

of
N

ephrology
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ST
U

D
Y

N
U

M
B

E
R

:C
L

N
P023F12301

ST
U

D
Y

N
A

M
E

:A
M

U
L

T
IC

E
N

T
E

R
,

SIN
G

L
E

-A
R

M
,

O
PE

N
L

A
B

E
L

T
R

IA
L

T
O

E
V

A
L

U
A

T
E

E
FFIC

A
C

Y
A

N
D

SA
FE

T
Y

O
F

O
R

A
L

,
T

W
IC

E
D

A
IL

Y
L

N
P023

(IPT
A

C
O

PA
N

)
IN

A
D

U
L

T
A

T
Y

PIC
A

L
H

E
M

O
L

Y
T

IC
U

R
E

M
IC

SY
N

D
R

O
M

E
(A

H
U

S)
PA

T
IE

N
T

S
W

H
O

A
R

E
N

A
IV

E
T

O
C

O
M

PL
E

M
E

N
T

IN
H

IB
IT

O
R

T
H

E
R

A
PY

Investigator's
N

am
e:

D
r.

D
harm

endra
B

haduria

Institute
N

am
e:

Sanjay
G

andhi
Post

G
raduate

Institute
of

M
edical

Sciences

Payee
N

am
e:

D
irector,

SG
PG

IM
S

R
esearch

Schem
e

A
ccount

Pan
C

ard
N

um
ber:

A
A

A
JS3913N

G
ST

IN
:

09A
A

A
JS3913N

2Z
N

C
om

m
itted

N
um

ber
of

Study
Subjects:

2

Paym
ent

Schedule:

Screening

C
ore

T
reatm

ent
Period

E
xtension

T
reatm

ent
U

p
T

o
M

onth
12

Follow
U

p

V
isits

H
E

A
L

T
A

SC
R

W
1D

1

W
1D

7
W

2

W
3

W
4

W
6

W
8

W
10

W
12

W
14

W
16

W
18

W
20

W
22

A
nnex1:

Paym
ent(and

E
quipm

ent)
Schedule

W
24

W
26

(E
O

T
/E

O
S)

W
28

W
32

W
36

W
40

W
44

W
48

Financial
B

reak-up

E
O

T
IE

O
S

D
7FU

T
otal

Per
Patient

cost

Investigator
H

O
I

fees

40547
9645
7299
7033

4157

9378
4157
7832

4157
7672
4157
6234

4157

6234

4157
4157

11243

6234

6234
6234
6234

6234
6234

8099
1332

(25%
)10137

2411

1825
1758

1039

2345
1039

1958
1039

1918

1039

1559

1039

1559

1039

1039

2811

1559

1559
1559

1559

1559

1559

2025
333

236314

T
otalper

visit cO
st

50684
12056
9124
8791

5196
11723
5196
9790

5196
9590
5196
7793

5196

7793
5196
5196

14054

7793
7793
7793
7793

7793

7793
10124

1665
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