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MGM MEDICAL COLLEGE HOSPITALS, CENTRAL
LABORATORY

has been assessed and accredited in accordance with the standard

ISO 15189:2012
''Medical laboratories - Requirements for quality and

competence''
for its facilities at

PLOT NO 1 AND 2, NH4 JUNCTION, SION PANVEL EXPRESS WAY, MUMBAI, MAHARASHTRA, INDIA

in the field of

Medical Testing
Certificate Number: MC-2166

Issue Date: 26/04/2019 Valid Until: 25/04/2021

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued
satisfactory compliance to the above standard & the relevant requirements of NABL.

(To see the scope of accreditation of this laboratory, you may also visit NABL website www.nabl-india.org)

Signed for and on behalf of NABL

N. Venkateswaran
Chief Executive Officer (I/c)



S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

Permanent Facility

1 CLINICAL
BIOCHEM
ISTRY

Serum Bilirubin -Indirect Calculation NA NA

2 CLINICAL
BIOCHEM
ISTRY

Serum Calcium Arsenoazo III 2 to 12 mg/dl 2.5

3 CLINICAL
BIOCHEM
ISTRY

Serum Cholesterol- LDL Calculation NA NA

4 CLINICAL
BIOCHEM
ISTRY

Serum Cholesterol- Total CHOD.POD (Enzyme
colour test)

56 to 350 mg/dl 3.3

5 CLINICAL
BIOCHEM
ISTRY

Serum Ferritin Electrochemiluminesce
nce

2.0 to 1500 ng/ml 6.2

6 CLINICAL
BIOCHEM
ISTRY

Serum Globulin Calculation NA NA

7 CLINICAL
BIOCHEM
ISTRY

Serum LDH Lactate to pyruvate;
IFCC 370

4 to 4750 U/L 6.6

8 CLINICAL
BIOCHEM
ISTRY

Serum PSA Electrochemiluminesce
nce

0.5 to 150 ng/ml 6.1

9 CLINICAL
BIOCHEM
ISTRY

Serum VLDL cholesterol Calculation method NA NA

10 CLINICAL
BIOCHEM
ISTRY

Urine Calcium Arsenoazo III 0.0 to 40.0 mg/dl 5
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

11 CLINICAL
BIOCHEM
ISTRY

Urine Creatinine Modified Jaffe's (
Kinetic method)

1.0 to 300 mg/dl 3.0

12 CLINICAL
BIOCHEM
ISTRY

Urine Microalbumin Immunoturbidometric 0.5 to 300 mg/dl 3.0

13 CLINICAL
BIOCHEM
ISTRY

Urine Phosphorus Molybdate UV 10.0 to 200 mg/dl 3.0

14 CLINICAL
BIOCHEM
ISTRY

Urine Urea Urease GLDH Kinetic 20 to 1300 mg/dl 5.0

15 CLINICAL
BIOCHEM
ISTRY

Urine Uric Acid Uricase POD( Enzyme
colour test

1.0 to 100 mg/dl 3.0

16 CLINICAL
BIOCHEM
ISTRY

Serum Albumin BCG 0.6 to 4.0 g/dl 2.5

17 CLINICAL
BIOCHEM
ISTRY

Serum Alkaline Phosphatase IFCC (Kinetic Colour
test with AMP buffer)

15 to 650 U/L 7.7

18 CLINICAL
BIOCHEM
ISTRY

Serum ALT/SGPT IFCC without Pyridoxal
phosphate (Kinetic UV
test)

07 to 6100 U/L 6.1

19 CLINICAL
BIOCHEM
ISTRY

Serum Amylase pNPG7(kinetic Colour
test)

10 to 2365 U/L 3.7

20 CLINICAL
BIOCHEM
ISTRY

Serum AST/SGOT IFCC without Pyridoxal
phosphate (Kinetic UV
test)

6 to 8419 U/L 3.7
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

21 CLINICAL
BIOCHEM
ISTRY

Serum Bilirubin -Direct DPD Colour test 0.01 to 39 mg/dl 5.4

22 CLINICAL
BIOCHEM
ISTRY

Serum Bilirubin -Total DPD Colour test 0.01 to 60 mg/dl 3.0

23 CLINICAL
BIOCHEM
ISTRY

Serum Cholesterol- HDL CHOD.POD (Enzyme
colour test, Immuno-
Inhibition)

13 to 90 mg/dl 5.3

24 CLINICAL
BIOCHEM
ISTRY

Serum CPK-NAC IFCC (Kinetic Colour
test)

20 to 3000 U/L 5.1

25 CLINICAL
BIOCHEM
ISTRY

Serum Creatinine Modified Jaffe’ /Kinetic
Method (Kinetic colour
test)

0.1 to 14 mg/dl 4.5

26 CLINICAL
BIOCHEM
ISTRY

Serum FSH Electrochemiluminiscen
ce

0.100 to 200 mIU/ml 6.2

27 CLINICAL
BIOCHEM
ISTRY

Serum FT3 Electrochemiluminiscen
ce

0.26 to 21 pg/ml 8.4

28 CLINICAL
BIOCHEM
ISTRY

Serum FT4 Electrochemiluminiscen
ce

0.023 to 7.76 ng/dl 10.5

29 CLINICAL
BIOCHEM
ISTRY

Serum Iron Colorimetric without
PPT

10 to 1000
micrograms/dl

4.5

30 CLINICAL
BIOCHEM
ISTRY

Serum LH Electrochemiluminiscen
ce

0.100 to 200 mIU/ml 8.2
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

31 CLINICAL
BIOCHEM
ISTRY

Serum Phosphorus Molybdate UV 1.4 to 16.5 mg/dl 5.0

32 CLINICAL
BIOCHEM
ISTRY

Serum Potassium ISE by Indirect Method 1.6 to 9.0 meq/L 3.2

33 CLINICAL
BIOCHEM
ISTRY

Serum Prolactin Electrochemiluminiscen
ce

1.0 to 10000
microIU/ml

10.8

34 CLINICAL
BIOCHEM
ISTRY

Serum Sodium ISE by Indirect Method 48 to 167 meq/L 2.5

35 CLINICAL
BIOCHEM
ISTRY

Serum T3 Electrochemiluminiscen
ce

0.195 to 6.5 ng/ml 7.1

36 CLINICAL
BIOCHEM
ISTRY

Serum T4 Electrochemiluminiscen
ce

0.42 to 24.86
micrograms/dl

10.0

37 CLINICAL
BIOCHEM
ISTRY

Serum Total Protein Biuret End PT 2.0 to 10 g/dl 4.4

38 CLINICAL
BIOCHEM
ISTRY

Serum Triglycerides GPO PAP (Enzyme
colour test)

37 to 900 mg/dl 4.5

39 CLINICAL
BIOCHEM
ISTRY

Serum TSH Electrochemiluminiscen
ce

0.005 to 100 microIU/L 4.6

40 CLINICAL
BIOCHEM
ISTRY

Serum UIBC Fe-UIBC (saturation
with Iron)

55 to 450
micrograms/dl

7.0
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

41 CLINICAL
BIOCHEM
ISTRY

Serum Urea Urease, GLDH kinetic 9 to 2000 mg/dl 3.2

42 CLINICAL
BIOCHEM
ISTRY

Serum Uric acid Uricase,POD (Enzyme
colour tests)

1.5 to 37 mg/dl 3.3

43 CLINICAL
BIOCHEM
ISTRY

Serum Vitamin B12 Electrochemiluminiscen
ce

30 to 2000 pg/ml 8.1

44 CLINICAL
BIOCHEM
ISTRY

Serum Vitamin D Electrochemiluminiscen
ce

0 to 70 ng/ml 12.3

45 CLINICAL
BIOCHEM
ISTRY

Serum/Plasma Glucose Hexokinase 40 to 800 mg/dl 4.3

46 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Plasma APTT Clotting assay by
optical nephlometry

20 to 120 Seconds 4.8

47 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Plasma Prothrombin Time Clotting assay by
optical nephlometry

8 to 120 Seconds 4.9

48 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Differential count-
Basophils

Electrical impedance
laser lightscattering
and dye bonding

0 to 100 % 16.3
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

49 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Differential count-
Eosinophils

Electrical impedance
laser lightscattering
and dye bonding

0 to 100 % 18.9

50 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Differential count-
Lymphocytes

Electrical impedance
laser lightscattering
and dye bonding

0 to 100 % 8.5

51 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Differential count-
Monocytes

Electrical impedance
laser lightscattering
and dye bonding

0 to 100 % 14.7

52 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Differential count-
Neutrophils

Electrical impedance
laser lightscattering
and dye bonding

0 to 100 % 4.6

53 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Heamoglobin Electrical impedance
laser lightscattering
and dye bonding

0 to 22.5 g/dl 1.5

54 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Hematocrit Calculated from the
RBC count & MCV

NA 2.1
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

55 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Mean Corpuscular
Haem. Concent.
(MCHC)

Mathematical
calculation

NA 2.1

56 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Platelets Electrical impedance
laser lightscattering
and dye bonding

0.05 to 10.0
lakhs/cumm

13.6

57 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood RBC Electrical impedance
laser lightscattering
and dye bonding

0 to 99.99 x10⁶/µL 2.5

58 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Total Leucocyte Count
(TLC)

Electrical impedance
laser lightscattering
and dye bonding

0.02 to 999.999
x10³/µL

4.4

59 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Erythrocytes
Sedimentation Rate

Westergren’s Method 1.0 to 150 mm/hour NA

60 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Malaria Antigen Ag-Ab Immunoassay
[HRP 2 for p.
Falciparum and PAN
specific for pLDH for
Plasmodiun species (
P. Falciparum, P.
Vivax, P. malariae, P.
Ovale)]

NA NA
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

61 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Malarial Parasites Staining of Thick &
Thin Smear

NA NA

62 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Mean Corpusc. Volume
(MCV)

Low angle light scatter NA 1.0

63 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Mean Corpuscular
Haemoglonin (MCH)

Mathematical
calculation

NA 1.7

64 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Peripheral Smear Microscopy by
Leishman/ Field’s stain

NA NA

65 HAEMAT
OLOGY &
IMMUNOH
AEMATOL
OGY

Whole blood Reticulocytes Count Supravital Staining NA NA

66 HISTOPA
THOLOGY

Tissue biopsy & Large
specimen

H & E (Hematoxylin
and eosin)

Tissue processing by
semiauto histokinette
and cuttting by leica
microtome

Qualitative(NA) NA

67 MICROBI
OLOGY &
SEROLO
GY

Serum CRP Slide agglutination Qualitative NA
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

68 MICROBI
OLOGY &
SEROLO
GY

Serum Dengue IgG, IgM Immunochromatograph
y

Qualitative NA

69 MICROBI
OLOGY &
SEROLO
GY

Serum Dengue NS1 Immunochromatograph
y

Qualitative NA

70 MICROBI
OLOGY &
SEROLO
GY

Serum HBsAg Immunochromatograph
y

Qualitative NA

71 MICROBI
OLOGY &
SEROLO
GY

Serum RA Slide agglutination Qualitative NA

72 MICROBI
OLOGY &
SEROLO
GY

Serum RPR Slide Flocculation Qualitative NA

73 MICROBI
OLOGY &
SEROLO
GY

Sputum, urine, body
fluids, pus, stool, CSF,
ET secretions, suction
tip, central venous
catheter tip, Foley's tip,
Jelco tip, tissue/
biopsy, swabs, clot,
eye, ear, urethral,
cervical, semen, OT
swabs, exposed plates,
gastric aspirates,
conjunctival, corneal,
umbilical, Bal.

Aerobic Culture &
Sensitivity

Conventional & Kirby
Bauer's Disc Diffusion
Method

Qualitative NA
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

74 MICROBI
OLOGY &
SEROLO
GY

Blood Aerobic culture &
Sensitivity

Conventional & Kirby
Bauer's Disc Diffusion
method

Qualitative NA

75 MICROBI
OLOGY &
SEROLO
GY

Blood BactAlert Blood Culture Automated Blood
culture system

Qualitative NA

76 MICROBI
OLOGY &
SEROLO
GY

Serum ASO Slide Agglutination Qualitative NA

77 MICROBI
OLOGY &
SEROLO
GY

Serum HCV TRI-DOT Dot Immunoassay Qualitative NA

78 MICROBI
OLOGY &
SEROLO
GY

Serum HIV 1 and 2 Meriscreen Lateral flow
Immunochromatograph
y

Qualitative NA

79 MICROBI
OLOGY &
SEROLO
GY

Serum HIV COMBAIDS Dot Immunoassay Qualitative NA

80 MICROBI
OLOGY &
SEROLO
GY

Serum Signal HIV Immunodot assay Qualitative NA

81 MICROBI
OLOGY &
SEROLO
GY

Serum WIDAL Slide & Tube
agglutination

Qualitative NA
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S.No Discipline Product / Material of
Test

Specific Test
Performed

Test Method Range of Testing/
Limits of Detection

%CV

82 MICROBI
OLOGY &
SEROLO
GY

Sputum,
Extrapulmonary
Samples

GeneXpert for
Mycobacterium
tuberculosis

Real time PCR Qualitative NA

83 MICROBI
OLOGY &
SEROLO
GY

Sputum, Urine, Body
Fluids, Pus, CSF.

Gram stain Microscopy Qualitative NA

84 MICROBI
OLOGY &
SEROLO
GY

Sputum, Urine, Body
Fluids, Pus, CSF.

Ziehl Neelsen stain Microscopy Qualitative NA

85 MICROBI
OLOGY &
SEROLO
GY

Stool Detection of Intestinal
cyst, ova, trophozoites
and larvae

Microscopy Qualitative NA
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10th August 2016 

 

Dr Sudhir N Kadam 

Vice Chancellor 

MGM Institute of Health Sciences  

 

Professor Russell Dsouza 

Head Asia Pacific Program 

Melborne Australia  

 

Esteemed Colleagues,  

On establishing requirement of the UNESCO Chair in Bioethics 

(Haifa) having been met, I hereby issue this writ confirming and 

approving the establishment of the Bioethics Unit  of the Indian 

Program of the UNESCO Chair and of the International Bioethics 

Network of the UNISCO Chair in Bioethics at: 

The MGM Institute of Health Sciences 

Sector 1, Kamothe, 

Navi Mumbai – 410 209 

INDIA 

 

                                                          
Prof. Amnon Carmi,                                   

Head & Chair Holder            
UNESCO Chair in Bioethics                                     



ilfrBI
National Accreditation Board for

Testing and Galibration Laboratories
(An Autonomous Body under Department of Science & Technology, Govt. of lndia)

CERTIFICATE OF ACCFTEDITATION

MGM'S CENTRAL PATHOLOGY LABORATORY

has beenassessed and acoedited inaccordance with the standard

I5015189:2012

'Tr,ledical lah,rat0ds - Rquiremmh for quality and mmptence'

for its facilities at

Mahatma Gandhi Mission Hospital, N-6, CIDCO, Aurangabad, Maharashtra

in the field of

MEDICAL TESTING

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the additiornl requirements of NABL,

Signedfor and onhhalf oINABL

-7'-r }e,A"

(ro s66 tle 6copo of a@tdllation of this lsboralory, you may also vlsit MBL uisbsfr€ www.nabl-indh,or!)

certificateNumber 

ffiffi,, 
W 

vardUntil 0zn6t2o1.

Anil Relia
Director

Dr. Vandana Jain
Program Manager

T-
Prof. S.K. Joshi

Chairman
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मानवी अवयव व उती प्रत्यारोपण अधिधनयमाांतर्गत 
Hospital Based Authorization  सधमतीबाबत  

 

महाराष्ट्र शासन 
सावगजधनक आरोग्य धवभार् 

शासन धनणगय क्रमाांकः माअप्र-2018/प्र.क्र.220/आरोग्य-6 
र्ो.ते.रुग्णालय आवार सांकुल इमारत, 
10वा मजला, नवीन मांत्रालय, मुांबई-01 

धिनाांक:  07  धिसेंबर, 2018 
वाचा :-  

1) वदै्यकीय धशक्षण व औषिी द्रव्ये धवभार्, अधिसूचना क्र. SWP-0414/C.R.08/Acts,                      
धिनाांक 30.06.2018   

2) समुधचत प्राधिकारी (माअप्र) तथा सांचालक, आरोग्य सेवा सांचालनालय, मुांबई याांचे पत्र क्र. 
सांआसे/माअप्र/लोकलऑथोकधमट/नामधनिेधशतप्रधतधनिी/763/2018,धिनाांक 30.11.2018 

प्रस्तावना :- 
वदै्यकीय धशक्षण व औषिी द्रव्ये धवभार्ाच्या सांिभाधिन क्र. 1 येथील धिनाांक 30.06.2018 च्या 

अधिसूचनेन्वये 16 रूग्णालयाांमध्ये  मानवी अवयव व उती प्रत्यारोपण अधिधनयम, 1994 अांतर्गत Hospital 
Based Authorization सधमती र्ठीत करण्यात आलेली आहे. सिर सधमतीमध्ये अ.क्र.6 येथे अपर मुख्य 
सधचव/प्रिान सधचव/सधचव, सावगजधनक आरोग्य धवभार् ककवा त्याांचे Nominee  याांचा सधमतीचे सिस्य 
म्हणनू समावशे करण्यात आला आहे. सांिभाधिन क्र. 2 येथील सांचालक, आरोग्य सेवा याांचेकिून प्राप्त 
प्रस्तावास अनुसरून मानवी अवयव प्राधिकार सधमतीच्या बैठकाांना उपस्स्थत राहण्याकरीता अपर मुख्य 
सधचव/प्रिान सधचव/सधचव, सावगजधनक आरोग्य धवभार् व सांचालक, आरोग्य सेवा याांचे प्रधतधनिी 
नामधनिेधशत करण्याची बाब शासनाच्या धवचारािीन होती.     
शासन धनणगय:-  
 मानवी अवयव व उती प्रत्यारोपण अधिधनयमाांतर्गत र्ठीत Hospital Based Authorization 
सधमतीच्या बैठकाांना उपस्स्थत राहण्याकरीता अपर मुख्य सधचव/प्रिान सधचव/सधचव, सावगजधनक 
आरोग्य धवभार् व सांचालक, आरोग्य सेवा याांचे प्रधतधनिी म्हणनू खालीलप्रमाणे नामधनिेधशत करण्यात 
येत आहे. 

अ.क्र. रूग्णालयाचे नाव अपर मुख्य सधचव/ प्रिान 
सधचव/ सधचव (सा.आ.धव.) 
याांचे प्रधतधनिी 

सांचालक, आरोग्य सेवा 
याांचे प्रधतधनिी 

1 बॉम्बे हॉस्पीटल,मुांबई  वदै्यकीय  अधिक्षक, सामान्य 
रूग्णालय, मालवणी, 
मालाि, मुांबई 

सहायक सांचालक, ठाणे 
2 जसलोक हॉस्पीटल,मुांबई  
3 पी.िी.कहिुजा हॉस्पीटल, 

माधहम, मुांबई  
4 व्होकािग हॉस्पीटल,मुांबई सेंरल, 

मुांबई 
5 कोकीलाबेन धिरूभाई अांबानी 
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हॉस्पीटल, अांिेरी, मुांबई 
6 ग्लोबल हॉस्पीटल, परेल, मुांबई वदै्यकीय 

अधिक्षक,मनोरूग्णालय,ठाणे 
अधतधरक्त धजल्हा शल्य 
धचकीत्सक,  धजल्हा 
रूग्णालय, ठाणे 

7 फोटीस हॉस्पीटल, मुलुांि, मुांबई  
8 ज्युधपटर हॉस्पीटल, ठाणे 
9 अपोलो हॉस्पीटल, बेलापूर, 

नवी मुांबई  
वदै्यकीय अधिक्षक, उपधजल्हा 
रूग्णालय, पनवले 

धजल्हा शल्य धचकीत्सक, 
धजल्हा रूग्णालय, ठाणे 

10 आधित्य धबला हॉस्पीटल, 
कचचवि, पुणे  

सहायक सांचालक,पुणे धजल्हा शल्य धचकीत्सक, 
धजल्हा रूग्णालय, औांि, 
पुणे 11 धिनानाथ मांरे्शकर हॉस्पीटल, 

एरांिवणे, पुणे 
12 सहयाद्री हॉस्पीटल, एरांिवणे, 

पुणे 
13 जहाांर्ीर हॉस्पीटल, ससून रोि, 

पुणे 
वदै्यकीय अधिक्षक, 
मनोरूग्णालय, पुणे  

अधतधरक्त धजल्हा शल्य 
धचकीत्सक, धजल्हा 
रूग्णालय, पुणे 14 रूबी हॉल स्क्लधनक, ससनू 

रोि,पुणे 
15 कमलनयन बजाज हॉस्पीटल, 

औरांर्ाबाि  
सहायक सांचालक, 
औरांर्ाबाि 

धजल्हा शल्य धचकीत्सक, 
धजल्हा रूग्णालय, 
औरांर्ाबाि  16 एमजीएम हॉस्पीटल, औरांर्ाबाि  

  
2. सिर शासन धनणगय महाराष्ट्र शासनाच्या www.maharashtra.gov.in या सांकेतस्थळावर 

उपलब्ि करण्यात आला असून त्याचा साांकेताक 201812071439599217  असा आहे. हा आिेश धिजीटल 

स्वाक्षरीने साक्षाांधकत करुन काढण्यात येत आहे.  

 महाराष्ट्राचे राज्यपाल याांच्या आिेशानुसार व नावाने,  

          (सु.धन.र्ािरे्) 
  कायासन अधिकारी, महाराष्ट्र शासन 
प्रत, 

1) मा. राज्यपाल याांचे सधचव, राजभवन, मुांबई  
2) मा. मुख्यमांत्री याांचे प्रिान सधचव, मांत्रालय, मुांबई 
3) मा.मांत्री (सावगजधनक आरोग्य व कुटुांब कल्याण) याांच ेखाजर्ी सधचव, मांत्रालय, मुांबई 
4) मा. राज्यमांत्री (सावगजधनक आरोग्य व कुटुांब कल्याण) याांचे खाजर्ी सधचव, मांत्रालय, मुांबई 
5) मुख्य सधचव, महाराष्ट्र राज्य, मांत्रालय, मुांबई 

http://www.maharashtra.gov.in/
Lenovo
Highlight
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6) प्रिान सधचव, सावगजधनक आरोग्य धवभार्, नवीन मांत्रालय, मुांबई  
7) प्रिान सधचव, धवधि व न्याय धवभार्, मांत्रालय, मुांबई  
8) सधचव, वदै्यकीय धशक्षण व औषिी द्रव्ये धवभार्, नवीन मांत्रालय,मुांबई 
9) आयुक्त, आरोग्य सेवा तथा अधभयान सांचालक, राष्ट्रीय आरोग्य अधभयान, मुांबई  
10)  धवधि सल्लार्ार-धन-सहसधचव, धवधि व न्याय धवभार्, मांत्रालय, मुांबई 
11)  सांचालक, आरोग्य सेवा, आरोग्य सेवा सांचालनालय, मुांबई 
12)  सांचालक, वदै्यकीय धशक्षण व सांशोिन सांचालनालय, मुांबई 
13)  धजल्हाधिकारी (सवग) 
14)  सहसांचालक, आरोग्य सेवा (रूग्णालये/राज्यस्तर), आरोग्य सेवा सांचालनालय,मुांबई 
15)  सहसांचालक, आरोग्य सेवा (सवग) 
16)  उपसांचालक, आरोग्य सेवा पधरमांिळे (सवग) 
17)  सहायक सांचालक (माअप्र), आरोग्य सेवा सांचालनालय, मुांबई. 
18)  धजल्हा शल्यधचधकत्सक (सवग) 
19) धनवि नस्ती (आरोग्य -6) 
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INDIAN RESUSCITATION COUNCIL

authorizes

M.G.M.MEDICAL COLLEGE AND
HOSPITAL,AURANGABAD

located at

N-5 CIDCO Aurangabad, Aurangabad-Maharashtra
431003 India

as its
Comprehensive Resuscitation

Training Centre (CRTC)

to conduct its resuscitation courses for the period

21 Aug 2018 to 21 Aug 2020

Dr.SSC Chakrarao
Chairman

Indian Resuscitation Council

































                DIRECTORATE OF HEALTH SERVICES.
                           (MAHARASHTRA STATE)
 Arogya Bhavan, St.George's Hospital Compound, P.D'Mello Road,
                              Mumbai-400 001. 





 

COVERING LETTER
LETTRE D'ACCOMPAGNEMENT

Global Procurement 
and Logistics
 Block 3510
Jalan Teknokrat 6
63000 Cyberjaya
MALAYSIA
gsc-procurement@who.int

                                

   WHO Reference/ Référence OMS

WHO Reference      2018/820923-0
Purchase Order     202016253
Unit Reference         Polio/WR-India

DR.Jeetendra Gavhane
MGM'S NEW BOMBAY HOSPITAL FOR CHILDREN
NAVIMUMBAI
Plot no. 35, Sector No 3
Vashi
Navi Mumbai
Maharashtra
400703
India

TECHNICAL SERVICES AGREEMENT (TSA)

Re: MGM's New Bombay Hospital - To conduct hospital-based typhoid surveillance for the typhoid 
conjugate vaccine (TCV) evaluation project, Navi Mumbai, India 2018-19

We are enclosing the Technical Services Agreement between the World Health Organization and MGM'S NEW
BOMBAY HOSPITAL FOR CHILDREN, NAVIMUMBAI, in the amount of INR 4,460,000.00 (Four Million Four
Hundred Sixty Thousand), for conducting the above-mentioned work. We also enclosed two attachment(s)
referenced in the Agreement.

Kindly acknowledge your acceptance of this contract by returning the email with a copy of duly signed Purchase
Order (all pages).

For any technical or scientific questions related to this Agreement, please contact the responsible technical officer, 
Pankaj BHATNAGAR, 91-9810189025, bhatnagarp@who.int.

On behalf of the World Health Organization, we thank you for your collaboration.

                              WHO Global Service Centre
Cc: WHO Representative, India

Concerne: MGM's New Bombay Hospital - To conduct hospital-based typhoid surveillance for the typhoid 
conjugate vaccine (TCV) evaluation project, Navi Mumbai, India 2018-19

Veuillez trouver ci-joint l'Accord de Services Techniques entre l'Organisation Mondiale de la Santé et MGM'S NEW 
BOMBAY HOSPITAL FOR CHILDREN, NAVIMUMBAI, pour un montant de INR 4,460,000.00 (Four Million Four 
Hundred Sixty Thousand), vous permettant de mener à bien le travail susmentionné.  Veuillez également trouver 
two  pièces jointes mentionnées dans l'Accord.

Merci de confirmer votre acceptation de ce contrat en nous retournant le courriel et une copie dûment signee du 
Bon de Commande ( complet)  

Pour toutes questions à caractère scientifique ou technique ayant trait à cet Accord, veuillez contacter le 
responsible technique Pankaj BHATNAGAR, 91-9810189025, bhatnagarp@who.int.

Au nom de l'Organisation Mondiale de la Santé, nous vous remercions de votre collaboration.

Centre de Soutien Administratif Mondial de l'OMS

Cc: Représentant de l'OMS, India
                                                                                                      

mailto:gsc-procurement@who.int
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The WORLD HEALTH ORGANIZATION hereby agrees to provide to 
L'ORGANISATION MONDIALE DE LA SANTÉ s'engage par la présente à fournir à

INSTITUTION:

MGM'S NEW BOMBAY HOSPITAL FOR CHILDREN

NAVIMUMBAI

Navi mumbai

India

Principal Investigator: DR.Jeetendra Gavhane
Telephone: +91 9870106094
Fax:
Email/Courriel: billing@mgmhospitalvashi.net

The Amount of/Un Montant de: INR 4,460,000.00 (Four Million Four Hundred Sixty Thousand) 
in respect of/en vue de:  MGM's New Bombay Hospital - To conduct hospital-based typhoid surveillance for the typhoid 
conjugate vaccine (TCV) evaluation project, Navi Mumbai, India 2018-19

For the period financed by this Agreement From/De : 13-JUN-2018
Période du projet financée par le présent accord         To/A : 31-DEC-2019

Summary of work/ Description sommaire des travaux:

1. Description of work under this Agreement/ Description des travaux faisant l'objet du présent accord:

The contractual partner shall do the enrolment of potential subjects for the for the hospital-based typhoid surveillance for the 
typhoid conjugate vaccine (TCV) evaluation project, Navi Mumbai, India, as per Terms of Reference and Deliverables at 
Annex-1; Study Protocol at Appendix-1 and within the  approved Budget at Annex-2.  All the Annexes and Appendix form an 
integral part of this TSA.

During the course of the contract and on its completion the contractual partner shall submit the stipulated deliverables as 
indicated under the "Financial arrangements".

2. Contribution of the Institution and/or other sources for the project (Staff, equipment, supplies, etc. excluding general facilities).
The Institute will provide all facilities, equipment and personnel not covered by this Agreement.
Contribution de l'Institution ou de tout autre organisme à l'exécution du projet (personnel, matériel, fournitures, etc, à l'exclusion
des services d'ordre général). L'Institution s'engage à fournir les locaux, équipement et personnels non couverts par cet accord.

Financial Arrangements/ Dispositions financiers:

1. Payments will be made as follows/Les versements seront effectués comme suit:
Deliverable/ Résultat Due Date/

Date Remise
% Currency Amount/ 

Montant en Devise

 1 Upon submission of countersigned  contract 13-JUN-2018 50.00 2,230,000.00 
 2 A report of training conducted of all study staff 25-JUN-2018 25.00 1,115,000.00 
 3 6 monthly report on subject enrolment 30-DEC-2018 10.00 446,000.00 
 4 12 monthly report on subject enrolment 30-JUN-2019 10.00 446,000.00 
 5 Upon submission final technical document and  Certified 

Financial Statement of Expenditure (SoE)
31-DEC-2019 5.00 223,000.00 

2. INR 0.00 will be used by WHO for the purchase of equipment and supplies to be ordered by the Institution as soon as
practicable, but not beyond 31 December of the year following the end of the Agreement period as indicated above at which time
any uncommitted balance will revert to WHO.

INR 0.00 seront affectés par l'OMS à l'achat de matériels et de fournitures à commander par l'Institution dès que possible, mais
au plus tard avant le 31 décembre de l'année suivant la fin de la période susmentionnée d'exécution de l'accord, étant entendu
qu'à ce moment tout solde non engagé fera retour à l'OMS.

Annexes

The following annexes form an integral part of this Agreement/ Les annexes listées ci-dessous font partie intégrante de cet accord:
Annex File Description/Description de fichier

1 2018/820923 | Contractual - Terms of Reference | 
2 2018/820923 | Contractual - Budget Breakdown | 

                   
In the event that the terms of the annexes contain any provisions which are contrary to the terms of this Agreement,
the terms of this Agreement shall take precedence/ En cas de contradiction entre les termes apparaissant sur les
annexes et ceux de l'Accord, les dispositions de l'Accord prévaudront dans tous les cas.
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General
The parties accept the "General Conditions" overleaf, 
which constitute an integral part of this Agreement. The 
Institution certifies the correctness of the banking 
instructions provided on Page 1. 
All necessary arrangements to comply with national regulations 
relating to this project and relevant to the Institution's 
responsibilities shall have been under-taken by the Institution; 
failure to do so will nullify this Agreement. The responsibility of 
the World Health Organization is limited only to the financial 
support as specified in this Agreement.

Généralités
Les parties acceptent les "Conditions générales" 
reproduites au verso, lesquelles font partie intégrante du 
présent accord. L'Institution certifie l'exactitude des 
instructions bancaires indiquées à la page 1.
Toutes les dispositions relevant des responsabilités de 
l'Institution et nécessaires à la mise en conformité de ce Projet 
avec la  réglementation nationale, devront avoir été prises par 
l'Institution, faute de quoi l'accord sera nul. La responsabilité de 
l'Organisation Mondiale de la Santé se limite au soutien 
financier spécifié dans le présent accord.

ON BEHALF OF WHO/ POUR L'OMS

Responsible WHO Technical Officer:
Fonctionnaire technique responsable de l'OMS:

Pankaj Bhatnagar
National Professional Officer - Deputy Team Lead (NPSP)
SE_IND WR Office, India

Responsible Divisional Director
Directeur de division responsable

Pem NAMGYAL
Director, Programme Management
SE/DPM Director, Programme Management

Authorized Signatory:
Signataire autorisé:

Motohiro Ogita
Coordinator
HQ/GSC Global Service Centre
15-JUN-2018 

PRINCIPAL INVESTIGATOR/ CHERCHEUR PRINCIPAL

Principal Investigator or Technical Officer responsible for the 
project. 
Chercheur Principal ou membre du personnel technique
responsable de l'exécution du projet.

Signature : ...............................
DR.Jeetendra Gavhane
 

ON BEHALF OF THE INSTITUTION/ POUR L'INSTITUTION

Responsible Administrative Authority*
Autorité administrative responsable*

Signature   : ...............................
Name/nom : ...............................
Division      : ...............................
Date           : ...............................

* An official of the Institution - other than the Principal Investigator - fully empowered to enter into contracting arrangements on 
behalf of the Institution./Un responsable de l'Institution autre que le Chercheur principal - ayant pleins pouvoirs pour passer un 
contrat au nom de l'Institution.
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GENERAL CONDITIONS

The following are the general conditions relating to this Agreement concerning
WHO support for research or other technical services. The purpose of such support
is to assist an Institution to undertake, for WHO, investigations on a particular
problem or other work which has been agreed upon by the Institution and WHO.

1 INSTITUTION AND PRINCIPAL INVESTIGATOR
1.1 The Institution and the Principal Investigator (or Responsible Technical Officer),
who must be an employee of the Institution, shall be jointly responsible for all the
technical and administrative aspects of the work referred to in this Agreement.
1.2 The Institution is required to notify WHO immediately of knowledge that the
Principal Investigator will cease or ceases to be an employee of the Institution or is
no longer continuing the responsibilities covered by this Agreement. Under such
circumstances WHO has the right to:
a. cancel this Agreement or
b. agree to continue the project under a new Principal Investigator proposed by the
Institution and approved by WHO.

2. FINANCIAL ARRANGEMENTS
2.1 Payments shall be made to the bank account(s) of the Institution as specified in
this Agreement and in accordance with the schedule of payments contained
therein. If, after the submission of the final financial report referred to in paragraph
4.3 below, there remains an unused balance of funds with the Institution, this
balance shall be due to WHO. In the event of this Agreement being cancelled under
any circumstances, the Institution shall refund to WHO the balance of uncommitted
funds. The funds provided under this Agreement shall be spent only in accordance
with its terms.
2.2 The funds transferred to the Institution under this Agreement may not be used
to meet any form of emoluments, travel costs or any other reimbursements of
expenditure to a staff member of WHO.
2.3 Unless otherwise provided in this Agreement the funds may not be used to
cover:
a. normal administrative and overhead expenses of the Institution;
b. cost of maintenance, repair, running or insurance of existing equipment and
machinery belonging to the Institution;
c. cost of construction of new buildings or alterations and modifications of existing
buildings and premises;
d. salary support of the Principal Investigator.

3. EQUIPMENT AND SUPPLIES
3.1 Unless otherwise agreed, and subject to subparagraph 3.2 below, any
equipment acquired under this Agreement shall become the property of the
Institution. The Institution and the Principal Investigator shall be jointly responsible
for the proper safeguard, maintenance and care of all equipment acquired under
this Agreement.
3.2 Notwithstanding subparagraph 3.1 above, the Institution shall transfer
ownership of any equipment acquired under this Agreement to WHO, if so
requested by WHO, upon termination or expiry of this Agreement. In such cases
the Institution shall dispatch the equipment to any destination chosen by WHO, the
cost of which will be borne by WHO.

4. REPORTS
The Institution shall submit technical and financial reports to WHO on the work as
required, or at least annually, in accordance with the following provisions:
4.1 Technical reports shall be prepared by the Principal Investigator and forwarded
through and countersigned by the authorized official of the Institution or his
authorized representative. Each annual report shall summarize the results of the
project and give in sufficient detail its positive and negative findings so that the
value of the work can be assessed.
4.2 Financial reports shall be forwarded after being jointly certified by the
Institution's Chief Financial Officer and the Principal Investigator, using form WHO
782. The reports must show the use of the funds provided by WHO compared with
the original budget expenditure pattern agreed between the Institution and WHO.
4.3 All Financial and Technical reports are subject to audit by WHO, including
examination of supporting documentation and relevant accounting entries in the
Institution's books. In order to facilitate such reporting and audit, the Institution shall
ensure that accurate and systematic accounts and records are kept in respect of
the project. The final Technical and Financial reports must be submitted within 90
days after the expiry of this Agreement.

5. RELATIONSHIP AND RESPONSIBILITY OF PARTIES
The relationship of the Institution to WHO shall be that of an independent
contractor. The employees of the Institution are not entitled to describe themselves
as staff members of WHO. The Institution shall be solely responsible for the
manner in which work on the project is carried out and accordingly shall assume full
liability for any damage arising from research or other technical services under this
Agreement. No liability shall attach to WHO, its advisers, agents or employees.

6. USE OF RESULTS, EXPLOITATION OF RIGHTS, AND PUBLICATION
6.1 The results of the project funded under this Agreement may be freely used or
disclosed by either party provided that, without the consent of the other party, no
use may be made for commercial purposes and confidentiality shall be maintained
with respect to results that may be eligible for protection by proprietary rights. The
Institution shall provide WHO with the results, in the form of relevant know how and
other information, and to the extent feasible, tangible products.
6.2 The industrial or commercial exploitation of any intellectual property rights,

including the ownership of know-how, arising from the project shall be designed
to achieve, in so far as circumstances permit, the following objectives in the
following order of priority:
a. the general availability of the products of creative activity;
b. the availability of those products to the public health sector on preferential
terms, particularly in developing countries;
c. the grant to each party of additional benefits, including royalties, account being
taken of the relative value of each party's financial, intellectual and other
contribution to the research.
6.3 The rights referred to in para. 6.2 shall belong to the Institution, or to the
Principal Investigator if the Institution and WHO so agree. To the extent that the
former do not intend to exercise them, the rights shall be promptly transferred to
WHO, if it so requests. Each party shall provide the other with its full cooperation
to permit the effective exercise of the rights. The party in which the corresponding
rights are vested may file applications for industrial property protection, promptly
furnishing copies of the applications and other patent documents to the other
party. All rights other than the right to file applications shall be exercised in
accordance with an agreement which shall be negotiated in good faith between
the Institution and WHO.
6.4 In any publication by the Institution or the Principal Investigator relating to the
results of the project, the responsibility for the direction of the work shall not be
ascribed to WHO. Unless WHO advises otherwise, all publications shall include a
notice indicating that the underlying investigation received financial support from
WHO. Two off-prints or copies shall be sent to WHO unless another number is
stipulated. WHO funds may not be used for publication costs unless specifically
authorized.

7. RESEARCH INVOLVING HUMAN SUBJECTS
7.1 Ethical Aspects
It is the responsibility of the Institution and the Principal Investigator to safeguard
the rights and welfare of human subjects involved in research supported in whole
or in part by funds from WHO, in accordance with the appropriate national code of
ethics or legislation, if any, and in the absence thereof, the Helsinki Declaration
and any subsequent amendments. Such funds may be used only to support
investigations where (a) the rights and welfare of the subjects involved in the
research are adequately protected, (b) freely given informed consent has been
obtained, (c) the balance between risk and potential benefits involved has been
assessed and deemed acceptable by a panel of independent experts appointed
by the Institution and (d) any special national requirements have been met.
7.2 Regulatory Requirements
It is the responsibility of the Institution and the Principal Investigator to comply
with the relevant national regulations pertaining to research involving human
subjects.
7.3 Protection of Subjects
Without prejudice to obligations under applicable laws, the Institution shall make
appropriate arrangements to eliminate or mitigate the consequences to subjects
or their families in the case of death, injury or illness resulting from the conduct of
research referred to in paragraph 7.1. Such arrangements shall, to the extent
feasible, include medical treatment and financial relief. The Institution and
Principal Investigator undertake to protect the confidentiality of the information
relating to the possible identification of subjects involved in the research involving
human subjects conducted under the auspices of this Agreement.

8. RESEARCH INVOLVING THE USE OF LABORATORY ANIMALS
The Institution undertakes that living vertebrate animals, required for use as
laboratory animals for the research to be carried out under this Agreement, shall
be handled in accordance with generally accepted principles for the humane
treatment of such animals and the avoidance of unnecessary suffering.

9. RESEARCH SAFETY
It is the responsibility of the Institution to establish and implement policies and
practices to assure and provide for the safety of its employees, the public, and the
environment during the conduct of the supported research. If the supported
research involves the use of dangerous biological agents, the Institution shall
establish and implement an appropriate safety plan.

10. PUBLICITY
The Institution and the Principal Investigator shall not refer to the relationship of
WHO to the project, or to products or processes connected with the project, in
any statement or material of a publicity or promotional nature issued for
commercial purposes, or with a view to financial benefit.

11. SETTLEMENT OF DISPUTES
Any matter relating to the interpretation or application of this Agreement which is
not covered by its terms shall be resolved by reference to Swiss law. Any dispute
relating to the interpretation or application of this Agreement shall, unless
amicably settled, be subject to conciliation. In the event of failure of the latter, the
dispute shall be settled by arbitration. The arbitration shall be conducted in
accordance with the modalities to be agreed upon by the parties or, in the
absence of agreement, with the Rules of Arbitration of the International Chamber
of Commerce. The parties shall accept the arbitral award as final.

12. PRIVILEGES AND IMMUNITIES
Nothing contained in or relating to this Agreement shall be deemed to constitute a
waiver of any of the privileges and immunities enjoyed by WHO and/or as
submitting WHO to any national court jurisdiction.
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CONDITIONS  GENERALES

Les conditions générales énoncées ci-après s'appliquent au présent Accord sur
l'appui de l'OMS aux recherches ou autres services techniques. Cet appui vise à
aider une institution à entreprendre pour le compte de l'OMS, des investigations
portant sur un problème particulier ou des travaux convenus entre l'Institution et
l'OMS.

1. INSTITUTION ET CHERCHEUR PRINCIPAL
1.1 L'Institution et le Chercheur principal (ou l'Administrateur technique
responsable), lequel doit être employé par l'Institution, sont conjointement
responsables de l'ensemble des aspects techniques et administratifs des travaux
visés par le présent Accord.
1.2 L'Institution est tenue d'aviser immédiatement l'OMS lorsqu'elle apprend que le
Chercheur principal va cesser, ou a cessé, d'être employé par elle, ou bien qu'il ne
continue pas à exercer les fonctions visées par le présent Accord. En pareil cas,
l'OMS peut:
a. soit annuler le présent Accord;
b. soit accepter de poursuivre le projet sous la conduite d'un nouveau Chercheur
principal proposé par l'Institution et approuvé par l'OMS.

2. DISPOSITIONS FINANCIERES
2.1 Des versements seront faits au(x) compte(s) bancaire(s) de l'Institution comme
il est stipulé dans le présent Accord et conformément au calendrier qui y figure. Si,
après communication du rapport financier final mentionné plus loin au paragraphe
4.3, il apparait que l'Institution détient un solde non utilisé, ce solde reste payable à
l'OMS. En cas d'annulation du présent Accord, quelles qu'en soient les
circonstances, l'Institution restituera à l'OMS les sommes non encore engagées.
Les sommes fournies en vertu du présent Accord ne pourront être dépensées que
conformément aux dispositions dudit Accord.
2.2 Les fonds versés à l'Institution en vertu du présent Accord ne peuvent être
utilisés pour verser des émoluments quelconques à un fonctionnaire de l'OMS,
couvrir ses frais de voyage ou lui rembourser toute autre dépense.
2.3 Sauf dispositions contraires du présent Accord, ces fonds ne peuvent être
utilisés pour couvrir:
a. les dépenses administratives et les frais généraux normaux de l'Institution;
b. le coût de l'entretien, de la réparation, de l'exploitation ou de l'assurance de
matériels ou d'appareils existants qui appartiennent à l'Institution;
c. le coût de la construction de nouveaux bâtiments, ou de la transformation ou de
la modification de bâtiments et locaux existants;
d. le versement d'un complément de traitement au Chercheur principal.

3. MATERIEL ET FOURNITURES
3.1 Sauf convention contraire, et sous réserve des dispositions de l'alinéa 3.2
ci-après, tout matériel obtenu en vertu du présent Accord sera la propriété de
l'Institution. L'Institution et le Chercheur principal seront conjointement
responsables du bon état de conservation et d'entretien de tout matériel acquis en
application du présent Accord.
3.2 Nonobstant les dispositions de l'alinéa 3.1 ci-dessus et si l'OMS en fait la
demande, l'Institution transférera à celle-ci, lors de la résiliation ou de l'expiration du
présent Accord les droits de propriété afférents à tout matériel acquis au titre dudit
Accord. L'Institution expédiera alors ce matériel vers toute destination que lui aura
indiquée l'OMS, les frais d'expédition étant à la charge de cette dernière.

4. RAPPORTS
L'Institution soumettra à l'OMS des rapports techniques et financiers concernant
ses travaux, chaque fois qu'il y a lieu et au moins une fois par an, selon les
modalités suivantes.
4.1 Les rapports techniques seront établis par le Chercheur principal, envoyés sous
couvert du responsable de l'Institution ou de son représentant l'un et l' autre dûment
autorisés, et contresignés par eux. Chaque rapport annuel résumera les résultats
du projet et en exposera les conclusions positives ou négatives de façon assez
détaillée pour permettre d'apprécier la valeur des travaux.
4.2 Les rapports financiers devront être envoyés, après avoir été visés
conjointement par le Chef des Services financiers de l'Institution et par le
Chercheur principal qui utiliseront à cette fin la formule WHO 782. Les rapports
devront indiquer l'utilisation des fonds provenant de l'OMS au regard des prévisions
de dépenses initiales dont étaient convenues l'Institution et l'OMS.
4.3 Tous les rapports financiers et techniques sont soumis par l'OMS à une
vérification comprenant l'examen de toutes pièces justificatives ainsi que des
écritures comptables correspondantes dans les livres de l'Institution. En vue de
faciliter l' établissement et la vérification de ces rapports, l'Institution veillera à la
tenue de comptes et de registres exacts et systématiques pour tout ce qui concerne
le projet. Les rapports techniques et financiers finaux devront être présentés dans
les 90 jours suivant l'expiration du présent Accord.

5. RELATIONS ENTRE LES PARTIES ET LEURS RESPONSABILITES
L'Institution agira à l'égard de l'OMS en tant qu'entrepreneur indépendant; ses
employés ne pourront se prévaloir de la qualité de membres du personnel de
l'OMS. L'Institution sera seule responsable de la façon dont s'exécute le projet et,
partant, assumera l' entière responsabilité de tout dommage résultant de
recherches ou d'autres services techniques visés par le présent Accord. Aucune
responsabilité ne pourra incomber à l'OMS, ses conseillers, agents ou employés.

6. UTILISATION DES RESULTATS, EXPLOITATION DES DROITS, ET
PUBLICATION
6.1 Les résultats du projet financé en vertu du présent Accord pourront être

librement utilisés ou divulgués par l'une ou l'autre partie. Toutefois, à défaut de
l'assentiment de l'autre partie, les résultats ne pourront être utilisés à des fins
commerciales et, s'ils sont susceptibles d'être protégés par des droits de propriété,
ils conserveront leur caractère strictement confidentiel. L'Institution communiquera
à l'OMS les résultats des recherches, sous forme de savoir-faire et autres

intellectuelle, y compris les droits qui s'attachent au savoir-faire, découlant du
projet, devra permettre, dans toute la mesure du possible, d'atteindre les objectifs
suivants énoncés par ordre de priorité:
a. mise à la disposition de tous les produits de l' activité créatrice;
b. leur mise à la disposition du secteur de la santé publique, notamment dans les
pays en développement à des conditions préférentielles;
c. octroi à chaque partie d'avantages additionnels, y compris sous formes de
redevances, compte tenu de la valeur relative de ses contributions financières,
intellectuelles et autres.
6.3 Les droits mentionnés plus haut au paragraphe 6.2 seront la propriété de
l'Institution, ou du Chercheur principal si l'Institution et l'OMS en conviennent
ainsi. Dans la mesure où l'Institution n'entend pas les exercer, les droits seront
promptement transmis à l'OMS, si celle-ci le demande. Chaque partie coopérera
pleinement avec l'autre pour lui permettre d'exercer effectivement ses droits. La
partie détentrice des droits pourra déposer des demandes de propriété
industrielle et devra alors remettre à l' autre partie copie de ces dépôts et des
autres documents relatifs au brevet. Tous les droits autres que celui de déposer
des demandes s'exercent aux termes d'un accord qui sera négocié de bonne foi
entre l'Institution et l'OMS.
6.4 Dans aucune de ses publications concernant les résultats du projet,
l'Institution ou le Chercheur principal n'attribuera à l'OMS la responsabilité de la
direction des travaux. Sauf instructions contraires de l'OMS, toutes les
publications comporteront une note indiquant que les recherches qui sont à
l'origine des résultats ont reçu un appui financier de l'OMS. A moins qu'un autre
chiffre n'ait été stipulé, deux exemplaires ou tirés à part de ces publications
seront envoyés à l'OMS et, sauf autorisation expresse, les fonds de l'OMS ne
pourront être utilisés pour couvrir les coûts de publication.

7. RECHERCHES IMPLIQUANT L'ETUDE DE SUJETS HUMAINS.
7.1 Aspects déontologiques
Il incombe à l'Institution et au Chercheur principal de s'assurer qu'au cours des
travaux financés totalement ou en partie par l'OMS et impliquant l'étude de sujets
humains, les droits et la santé de ces derniers soient protégés conformément au
code de déontologie ou à la législation du pays, ou, à défaut, à la Déclaration
d'Helsinki et aux amendements qui pourraient lui être ultérieurement apportés.
Les fonds ne peuvent être utilisés pour financer des recherches que si les
conditions suivantes sont remplies:
a. les droits et le bien-être des sujets impliqués sont suffisamment protégés;
b. le consentement libre et éclairé des intéressés a été obtenu;
c. des experts indépendants désignés par l'Institution ont pesé les risques et les
avantages potentiels et ont jugé qu'ils s'équilibraient de manière acceptable; et
d. il ait satisfait à toute exigence particulière de la réglementation nationale.
7.2 Dispositions réglementaires
Il incombe à l'Institution et au Chercheur principal de respecter la réglementation
nationale relative aux recherches impliquant l'étude de sujets humains.
7.3 Protection des sujets d'expérience
Sans préjudice des obligations qui lui incombent aux termes des lois en vigueur,
l'Institution prendra des mesures appropriées en vue d'éliminer ou d'atténuer les
conséquences des expériences pour les sujets ou leur famille en cas de décès,
de traumatisme ou de maladie résultant de la conduite des recherches
mentionnées au paragraphe 7.1. Ces mesures comprendront, dans la mesure du
possible, un traitement médical et un dédommagement financier. L'Institution et
le Chercheur principal s'engagent à protéger le caractère confidentiel des
informations qui pourraient permettre d'identifier les sujets impliqués dans les
études effectuées en vertu du présent Accord.

8. RECHERCHES IMPLIQUANT L'UTILISATION D'ANIMAUX DE
LABORATOIRE
L'Institution s'engage à veiller à ce que les animaux vertébrés vivants qu'il sera
nécessaire d'utiliser comme animaux de laboratoire pour des recherches
entreprises en vertu du présent Accord soient traités conformément aux principes
universellement reconnus qui veulent que l'on épargne à ces animaux toute
souffrance inutile.

9. SECURITE DES RECHERCHES
Il incombe à l'Institution d'arrêter et d'appliquer des politiques et pratiques
préservant et garantissant la sécurité de ses employés et du public ainsi que
celle de l' environnement pendant les recherches soutenues par l'OMS. Si les
travaux impliquent l'utilisation de substances biologiques dangereuses,
l'Institution établira et appliquera un plan de sécurité approprié.

10. PUBLICITE
L'Institution et le Chercheur principal ne pourront faire mention, dans un
quelconque écrit ou déclaration à caractère publicitaire ou promotionnel diffusé à
des fins commerciales, ou en vue d'un avantage financier, du lien existant entre
l'OMS et le projet ou les produits ou procédés en découlant.

11. REGLEMENT DES LITIGES
Toute question concernant l'application ou l'interprétation du présent Accord que
les dispositions de ce dernier ne permettent pas de résoudre doit être résolue par
référence au droit suisse. Tout différend relatif à l'application ou à l'interprétation
du présent Accord qui n'aurait pu être résolu à l' amiable, fera l'objet d'une
conciliation. En cas d'échec de celle-ci, le différend sera réglé par arbitrage. Les
modalités de l'arbitrage seront convenues entre les parties ou, en absence
d'accord, seront déterminées selon le règlement d'arbitrage de la Chambre de
Commerce Internationale. Les parties reconnaissent que la sentence arbitrale
sera finale.

12. PRIVILÈGES ET IMMUNITÉS
Aucun des termes du présent Accord ne sera considéré comme constituant une
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Govt.of Maharashtra, Health Services 

Jt.Director of Health Services (Leprosy & TB) 
"AROGYA BHAVAN" Opp. Vishrantwadi Police Station, 

Alandi Road, Yerwada, Pune-411006. 

Jt.Director 	- 
Dy.Director 	- 
Office 	- 
Fax - 

grit (020) 26686955  

26686951 
26686952-54 

26686956 . 

Section wise e-mail 
TB section- stomhQmtcp.orq 
Lep section - itlepnrnsrediffmaiLcorn 
Est section - idhsest99(thornaiLcorn 

No.ADHS/TB&L/Desk-RNTCP/TB/ 	6 9 q 7 	c-2._ /17 
Date)." y2017 

The Dean, 
Mahtma Gandhi Mission 
Medical College Aurangabad 

Sub:- Sanction of grant-in-aid for the Thesis proposal under RNTCP. 

Ref:- The State Operational Research Committee meeting held on 17th February, 
2017 at Disha Hall, Parivartan Building, Arogya Bhavan, Pune. 

The following thesis proposal submitted by the Principal Investigator (PI) of your institute 
was discussed in State Operational Research Committee Meeting held on 17th February, 2017 
under RNTCP and it has been approved. 

Sr. 
no Name of the PI Name of the Department & 

Medical College Topic 
1 Dr. Prashant D. 

Warkari, PG 
Student 

Department of community 
medicine, MGM Medical 
College, Aurangabad 

Management of tuberculosis patients 
according to RNTCP by private 
practitioners in Aurangabad City - A cross 
sectional study. 

The Principal Investigator (PI) will sign a Memorandum of Undertaking (MOU) with the TB 
programme manager on behalf of the society for the release of funds. The MOU will include the 
objects for which he will utilize the funds and the timeline for the study. It will also include the 
commitment from him to return the funds if the study cannot be taken up due to any reason, and 
other relevant causes. Funds will be released on the name of the institution of the Principal 
Investigator, so that the College / Department can ensure the study of its completion / return the 
funds in the event that the Principal Investigator is moved from the college during the course of the 
study. A Grant-in-aid of Rs. 30,000 (Rs. Thirty Thousand only) for the above thesis proposal will 
be released from the "Medical College Budget Head" from RNTCP funds by City TB Officer, 
Aurnagabad. 80% of the grant-in-aid will be released initially and remaining 20% after receiving the 
report i.e. receipt of the four hardcopies of the Thesis. 

J,1 Cc tA-Ir  
Joint irector of HealtServices 

(Leprosy & TB) Pune 

Copy to - 
1. The CTO Aurangabad- To follow up with the respective medical college & PG student and 

release the grant-in-aid amount of Rs. 30,000 (Rs. Thirty Thousand only) from the "Medical 
College Budget Head" from RNTCP funds as per the guidelines. 



2. The Principal Investigator— 
Dr. Prashant D. Warkari, PG Student, Department of community medicine, MGM Medical 

College, Aurangabad 

3. The RNTCP Medical Consultants by email — mhconsultantsrntcp.org  

4. The OR Committee Members 	 (All) 

Copy with complements to — 
Dr. Babaji Ghewade, Professor Respirator Medicine, Chief Medical Superintendent, Acharya 
Vinoba Bhave Rural Hospital and Jawaharlal Nehru Medical College, Wardha & 
Chairman State OR Committee, Maharashtra 
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for Director General

Copy to gather with a copy of the budget statement forwarded for information to:
1. Accounts V Section, ICMR, New Delhi. The expenditure involved on this

account is met from the provision made under head Ad-hoc for the financial year.
inance Section '.
R.I.S. Section

a Dr. Maninder Singh Setia; Epidemiologist,Dept. of Epidemiology,MGM Instituteof Health
Sciences,Sec-01, Kamothe,NaviMumbai-410209

The receipt of this letter may kindly be acknowledged.

Budget: Rs.35,76,696/-
While asking for the release of the installment it may be ensured that the amount for

the pay and allowances of the staff that are actually in position is included.
The other terms and conditions will remain the same as mentioned in this office letter of
even number dated.

These issues with the concurrence of the Finance Division vide
RFCNo. RCH/Ad-hoc/25/2016-2017 Dated: 9.3.2017

Dear Sir,

The Director General of the Indian Council of Medical Research sanctions the of
above-mentioned scheme with an allotment Rs. 35,76,696/~ ( Rupees Thirty Five Lakh
Seventy Six Thousand Six Hundred and Ninety Six Only) as detailed in attached statement
for the 2nd year from 20103/02018 to 19/03/2019 subject to the following conditions. The grant
.will be released to- the head of the Institute in installments during the financial year on
receipt of the demand in the prescribed form (Appendix-has 'indicated below:

Subject: Continuation for 2nd year of "Ad-hoc" project entitled "Impact of radiations from cell
phone towers and. cell use on health of pregnant women, neonates and infants: A
multidisciplinary collaborative effort" underDr. ManinderSinghSetia.

The Director,
MGM Institute of Health Sciences,
Sec-Ol, Kamothe,
Navi Mumbai-410209

Dated:19.4.2017NO.5/10/FR/18/2014-RCH

<l-Of I"{rl)<:l 311<:l fcii ~ I~ ~ q RtSI c::~ ~

INDIAN CO'UNCIL OF MEDICAL RESEARCH
cIT.W"1fMJIfC4I41'l-1cR", 3R11it~, tiR:ccifcrn" 4911, ~~-]]O 029

V.RAIHALINGASWAMI Hl-IAWAN,ANSARI NAGAR. POST "BOX4911, NEW DELHI - 110029

"1!1T / GRAM : f'rorRT / SC1ENTlFIC
Web-site : www.icrnr.nic.in
Evmail . icmrhqds(q)sansau.nic.in

26589873,26589414
: 01 1-26588662. OJ1-26589791, 011-16589258~/rAX

m.li ..rr.lI'ffl.ll'ABX. 26588980, 26588707.26589336.26589745,



For Director General

Rs. 35,76,696/- ( Rupees Thirty Five Lakh Seventy Six Thousand Six Hundred and
Ninety Six Only)

2na Year
(i)Staff SRF (Medical) Rs.28,0001- PM 4,36,8001-

+30% HRA Rs.(36,4001-).

SRF (Non-Medical) Rs.28,0001- PM +30% HRA 4,36,8001-
Rs.(36,4001-).

Data Entry Operator (1) Rs.17,0001-PM(10% 2,13,1201-
Increment)

Field Worker (2)18,0001-PM(1O%increment) 4,51,2001-

Laboratory Tech. (1)Rs. 18,0001-PM(1O%increment) 2,25,6001-

(ii) Cont.

Recurring Chemicals, diagnostic Kits, reagents, glassware etc, 15,00,000/-
Radiological examination.

AMC 1,00,0001-
Travel 50,0001-

(iii) Overheads(without equipment, Travel & AMC)@5% 1,63,176/-
Total 35,76,696

(20/03/02018 to 19/03/2019)

Project Entitled: "Impact of radiations from cell phone towers and cell use on health of
pregnant women, neonates and infants: A multidisciplinary collaborative effort" under Dr.
Maninder Singh Setia.

Date of start: 20.3.2017
Duration: 3 years
IRIS No.: 2014-0184
RFC No. RCH/Ad
hoc/25/20 16-2017
Dated: 9.3.2017
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-- l:-:-re III Randomized Controlled study of Inj. Proluton (Hydroxyprogesterone caproate)

-. : --: Jose preoperative therapy in patients with high risk operabfe.breast cancer

Clinical Study Asreement

\nd

Pncipal Investigator

l: \ar in Kasliwal

\Iahatma Gandhi Mission's Medical College and Hospital

\-6 Cidco, Aurangabad - 431003

\Iaharashtra, India
\lub.-9370353555

E m a il - navinkasliwal@gmail.com

S:-lr \ame: A Phase III Randomized Controlled study of Inj. Proluton (Hydroxyprogesterone
;"::oate) as single dose preoperative therapy in patients with high risk operable breast cancer

S::;.r' Centre Code :20

?::::c ipal Investigator : Dr. Navin Kasliwal

C r--rdentiality Agreement Date: 061061201 6

C-rrucal Study Agreement (CSA) with Institution and Principal Investigator edition 3.1, IN

Template Active Date:
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r :,:, - :rse preoperative therapy in patients with high risk operable breast cancel

Clinical Studv Asreement

i: L i \ IC.{L STUDY AGREEMENT

:-]ICAL STUDY AGREEMENT (the'Agrcement') is made effective as of the last date

'.;"itot.t below (the 'Effective Date') by and between

-:u Memorial centre, Dr. Ernest Borges Road, Parel, Mumbai - 400 012, Maharashtra'

--Jia ( herein after referred to as "study Coordinating Centre")

l.i:.tional Cancer Grid, having its office in the location of Tata Memorial Centre' Dr E

3..,rges Road, Parel, Mumbai 4OOOL2, Maharashtra, India (herein after referred to as

'"Slonsor")

l.lahatma Gandhi Mission,s Medical college & hospital a legal entity with a facility at N-6

:-ico. Aurangabad, and represented by at Dr. Navin Kasliwal Assistant Professor (herein

=er referred to as "Site")

t
{

- }:. Navin Kasliwal, Assitant Proffesor' Surgery

l'1:ssion's Medical college & hospital' Aurangabad (the

Departement. Mahatma Gandhi

"Principal Investigator")

r Background

: '; 
---FREAS, National Cancer Grid, primarily funded by the Department of Atomic Energy,

_- _..:rrment of India, has been constituted with the object, among others, of collaborative

:.--ch in cancer with the institutions concemed, and having its offrce in the location of

-.-., \lemorial centre, Dr. E Borges Road, Parel, Mumbai 4o0ol2 intends to conduct a multi

:::-:3 A Phase III Randomized controlled study of Inj. Proluton (Hydroxyprogesterone

::::,1.te) as single dose preoperative therapy in patients with high risk operable breast cancer

: TIIIEREAS, Tata Memorial Centre would be functioning in the role of Study

Coordinating c;rt ; ;; behalf oi-N;ional cancer Grid with r-espect to the said multi

.entre Clinidal Trial of the StudY;

: \TIEREAS, Institution has appropriate facilities and personnel necessary to conduct the

Srudy: and

: \\TIEREAS, Principal
expertise to conduct the
study relying on his own

Investigator has the necessaiy qualifications,_ experience and^s;at;;d 
has repiesented that he is agreeable to conduct the

independent assessment.

Page 5 of 28
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-- J:.'ie III Randomized Controlled study of Inj. Proluton (Hydroxyprogesterone caproate)

-.-:---: Jose preoperative therapy in patients with high risk opera'ble breast cancer

Clinical Study Asreement

1,grerment

t. - 
-., IHEREFORE, in consideration of the mutual covenants contained in this Agreement, the

- '-:-:. ssree aS follows:

: DEFI\ITIONS

- -r::.-rtherwise specifically provided in this Agreement, capitalized terms shall have the

-:::-:: set forth in Appendix A.

{:O\-DUCT OF THE STUDY

The Site and Principal Investigator have agreed to conduct the Study- Sponsored.by
\ational Cancer Grid and the Tata Memorial Centre would be the Study Coordinating
,lentre on behalf of the Sponsor.

- -:-: Parties shall conduct the Study in accordance with this Agreement, the Protocol, a1d/q1

::her prescribing information as each may be amended, pd- i1 compliance with all
.irpli&ble Law-s and Requirements, any condition required 

- 
by an I!Q. Principal

-::restigator shall follow all^guidelines and instructions reasonably provided by National
l:ncer Grid or the study coordinating centre.

: Site and Principal Investigator, by signing this Agreement, acknowledge lhat they have

:een selected to conduct the Study because oftheir experience, expertise and resources.

?, RT\CIPAL INYESTIGATOR

?rincipal Investigator shall be responsible on a d.ay-!o-{1f basis for. the conduct of the

S:,rdy,^including r-esponsibility for training Study Site Staff and supervising their work.

- ?rincipal Investigator and/or Study Site Staff may be invited to attend and participate.in
S:udy'Meetings. To the extent thai Principal Investigator and/or. ftudy Site Staff attend a

S:ud,v Meetin-g, the Parties agree that there will be no additional compensation for

=:endance or participation at such Study meeting, and the Site will bear the expenses as

:-r their rules.

-: \ational Cancer Grid intends to conduct Study meetings in compliance with the

.:plicable laws, regulations and codices of India. Principal Investigator on behalf of itself

=d Study Site'sta acknowledge and confirm that their attendance at a Study meeting
:::ectly relates to their participation in the Study and is not an inducement.

- -Ilen attending Study meetings Principal Investigator on behalf of itself and Study Site
S:atT represent-and w-arrant that their aitendance is authorized !y their employer and will
:-.-,t cauie them to be in non-compliance with or in breach of any policy, procedure or
sen'ice regulations of the Institutional concerngd.

: ?rincipal lnvestigator shall:

-:5.1. Prior to the commencement of the Study, provide to the Sponsor/Study
Coordinating Centre with evidence of his/her qualifications through a.current curriculum
-. itae and oiher relevant documentation related to his/her qualifications, and a list of

Page 6 of 28
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-- l,:,.-.e III Randomized Controlled study of Inj. Proluton (Hydroxyprogesterone caproate) as

,:,-.- Jose preoperative therapy in patients with high risk operablE breast cancer

ry
appropriately qualified Study Site Staff and, as applicable, their curriculum vitae. Such list
shitt 6e kepi up to date during the Study;

1.5.2. Collaborate with other Principal Investigators via face to face meetings, telephone

:nd email contacts;

-:.5.3. Obtain all approvals from the relevant IECG) (including-approval^of the Informed

Conr.nt-Mut.iiutr);;".;;";t to conduct the_ Stuciy and keep\atignal Cancer Grid and

a;;t d";;ai""iirg G"ii. nhty apprised on the progress of such subrnissions constitution

.,l"b.p."ai"t IEis and provide *,iitten documentation of such approval(s)

_:.,<..1. Maintain all approvals from the IEC(s), as may be required.

-:.5.5. Ensure that any amendments (agreed in writing by the Parties) to a Protocol are

'=fior.a Uy the relevint EC prior to implementation of such amendments;

-:.5.6. Obtain prior consent of - Sponsor or the_study.Coordinating Centre and IEC(s)

::ior approvalio any advertisement-in respect of the Study;

-: 5.7. Use his/her best endeavours to enroll the target number of Subjects within the

:-olment period as set forth in Article 8 and Appendix C;

:5.8, Ensure that Informed Consent to participate in the Study-is obtained from each

i rUi..t unO maintained in accordance with the Study Protocol and documented in a form

..;;;;;J tt N;ti";;t'a*..r Grid/Study coordinating centre and the relevant IEC;

-: 5.9. Ensure that no Subjects are enrolled in the Qtudy before prior written approval has

:.:en given by Sponsor and/or Study Coordinating Centre;

-: r.10. Notiff Sponsor and/or Study Coordinating Centle, Site and the relevant IEC of any

,::ious adverse 
"u""t-tilui 

o."urr turing the coirse of the Study in accordance with the
j:otocol and Applicable Laws and requirements;

r 5.11. Ensure that all medical records of all Subjects are kept and maintained in

':;ordance with Appendix C and CRF instructions;

-: -<.12. Ensure that CRFs are completed within the agreed time period, as set out in
,-:pendix C;

-: r.13. Allow and, if requested, be available at S.tudy related monitoring, audi-ls of
s.oriorTsi"ay Cooiai"utirig Cqrd. , EC review, audit, and provide direct access to study

ficumentatidn, Subject iredical records and other source documents as soon as

=.-.orutfy posible [pon request by Sponsor andlor Study Coordinating Centre

-: -i.14. Immediately notify Sponsor and/or Study Co_ordinating Centre if he/she is

: rntacted by a Regulatory Authority with respect to the Sludy, and provide any response

=.ipl.t"irJ to Spjnroi uhato, Study Coordiniting Centre for review and approval prior to

=:bmission;

-:1.15. provide all reasonable assistance and cooperation as Sponsor and/or Study

;ioiainuting Centil *uv ,.q""st in connection with bny regulatory matter relating to the

S:ud.v;

_..5.16. Ensure that all Study Site Staff compligs with the parts of this Agreement that

::late to their duties in the StudY;
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-- !--: III Randomized Controlled study of Inj. Proluton (Hydroxyprogesterone caproate) as

r -..--= jrrse preoperative therapy in patients with high risk operabl€ breast cancer

Clinical Study Aereement

r I\STITUTION

- . :-.::::tion shall:

I ^. i Obtain all approvals as may be necessary for the conduct of the study and ensure that
. -ch approvals may be necessary for the conduct of the study, and ensure that such

'::ror,als remain valid till completion and termination of the study by taking prompt and
.:propriate actions a: may be necessary. 

.r

: -.1. Ensure the performance of the obligations of Principal Investigator and Study Site
S -:n as set out in this Agreement;

: -.3. Give Sponsor/Study Coordinator written notice at such time as it becomes aware

--=: Principal Investigatorplans to leave Site or shall be unable to complete the Study. Site
.:-:-1. in Consultation with Sponsor /Study Coordinator use reasonable endeavour's to
::--:nptly nominate a replacement for Principal Investigator, and with the approval of
::.:r.ant ECs shall appoint a replacement for Principal Investigator

- - l. Allow and, if requested, be appropriately represented at Study related monitoring, of
-i:.--:lsor, Study Coordinating Centre, EC review, audits and provide direct access to
:-:rect medical records and the Study Documentation as soon as reasonably possible

-:"--:l request by Sponsor or its designee, or IEC;

: - 5. Provide all reasonable assistance and cooperation as Sponsor and/or Study
* :::dinating Centre may request in connection with any regulatory matter relating to the
::-J) :

: - 5. Notify immediately Sponsor/Study Coordinating Centre if it is contacted by a

:-:.-rlatory Authority with respect to the Study, unless prevented from doing so by
:-::licable Laws and Requirements, and provide any response to such Regulatory
.- -::ority that pertains to the Study to Sponsor/Study Coordinating Centre for review and
::::oval prior to submission;

: - -. Make available adequate facilities, including the Study Site, equipment and any
- -:3r resources that are reasonably required to safely follow the Protocol;

- - S. Retain and store complete, current, accurate, organized and legible Study.-:.:'rmentation in a manner acceptable for the collection of data for submission to, or
'r'. -3\\' by EC andlor Sponsor, and in full compliance with the Protocol and all applicable

-.".,. s and Requirements, and for such time period as specified in Appendix C; and

: - l. Ensure that no Study Documentation is destroyed without the prior written approval
-: S:onsor.

i I TT T }TEMORIAL CENTRE . NATIONAL CANCER GRID

: ' .- -::l Cancer Grid, primarily funded 6y the Department of Atomic Energy, Government of
-- - . .--,-. :een constituted with the object, among others, of collaborative research in cancer with

-:; -:j:-:-::ons concerned, and having its office in the location of Tata Memorial Centre, Dr E
:..::.. i--:J. Parel, Mumbai 400012. intends to conduot a multi centre "A Phase III Randomized

- -::., =: srudy of Inj. Proluton (Hydroxyprogesterone caproate) as single dose preoperative

l-:::: -., :atients with high risk operable breast cancer and the legal arm for the execution of the

::-"-: -:-. of this Agreement rests with the Tata Memorial Centre, who will be the Study

Page 8 of 28
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Coordinating Centre, notwithstanding that it has not

applicable clauses of this Agreement

been so specifically provided in the

5.1 .1. Assist site to obtain all approvals from the relevant EC or Regulatory Authorities necessary

ior the conduct of the StudY;

5.1.2. Assist the duly appointed National co-ordinating Investigatol,to collaboratively

work with riirpri".irluirlir.riigutorrltrrtit rtions to discuss study specific requirements;

5.1.3. provide Site or principal Investigator with all amounts for Investigational Product

required for completion of the Study;

5.1.4. provide principal Investigator with all current and relevant information(s) regarding

the Investigational Product;

5.1.5. Implement and maintain quality assurance.and quality coltrol,systems with written

standard operating procedures til;;;r;-ihe Study .u.t b. conducted and data generated,

documented,^;ffirA;A-;;A ,.port"a i" .o-piidn"e with the Protocol and GCP and

resoonsibilities under
all'safety and serious

report any findings to the Institution/ Investigalor jhat

;;it;ip*1t---oi 
"influ.n.. the conduct of the

report Data and safety monitoring reports to the Institutiorv

applicable laws;

5.1.6. Subiect to Site's and Principal Investigator's obligations and

ihi; ;;';;;;;i "rJ 
appticable Laws and .Requirgmgnis' coordinate

adversi event reportin!io ECs and Licensing Authorities'

5.1.7. Agrees to PromPtlY
affect itre safetY of

5.1.8. Agrees to PromPtlY
Investigator

could
study

of the Institution, TMC-NCG may use Institution and

details for Publication Purpose'

t

5.1.9 Subject to the prior approval
Lnr estigator contact

r. 1.0 Agree to communicate findings from a closed research study to the Investigator and

-titution *h;;h;;; fi"Ji;g; di..""irv 
"fr"& 

pu.ticipant safetv. fhese findings would be

:,.mmunicat"a *itt in (30 dar) after closure of the study

:.1.1. Register the Study on clinical trials-regi.stries and publish the Study results in

:-^I1ical results databases,-as required by Applicible Laws and Requirements'

: R.IPRESENTATIONS AND WARRANTIES

: > .= =J 
principal Investigator (to the extent that such representations and warranties relate to

,-:::.:'' ln'estigator) each represents and warrants to \ational Cancer Grid/Coordinating

--:1::

: - i. That they will make available adequate time, personnel, facilities and resources to

-.--.:ientry #'#;diii;rly ;;;plirli it, t"rponsibilities under this Agreement, in

:=:cular to conduct the study;itiiirith. agried time schedule and in the way set forth in

-= Protocol;

- - l. That none of Site\principal Investigator or any member of the Studv Site Staff, is

: -:.3.1 to any conflicting obrigations oi igea i*p.ii-.nts or has any frnincial or other

..=* i; A; o-ut**" o"f the I;;;;;t stud; or has entered into any contract with respect

j ,= j:*: -.: ]SA MGM Hospital/ Proluton Study / Edition 3.t l Feb2076 Page 9 of 28
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s:ngle dose preoperative therapy in patients with high risk operable breast,cancer

Clinical Study Aereement

to the present Study that might interfere with the performance of the present Study or that
might impair the acceptance of the resulting data or the grant of rights to Sponsor
hereunder or create a conflict ofinterest;

6.1.3. That they will promptly notify Sponsor of any potential conflicts of interest that
exist or may arise in relation to the Study;

6.1.4. That Site an$ Study Site Staff, including Principal Investigator, are properly
registered with appropriate registration bodies wherever is applicable and are sufficiently
qualified by training and experience for conduct of the Study; and

6.1.5. Site is not currently using, and shall not use the services of any person, including
Principal Investigator, who is debarred, proposed for debarment or otherwise disqualified
or suspended from performing a clinical study or otherwise subject to any restrictions or
sanctions by any Regulatory Authority and/or IEC with respect to the performance of
scientific or clinical investigations. Institution will immediately notify Sponsor and Study
Coordinating Centre, if it becomes aware of any such debarment, proposal for such
debarment, disqualification or suspension.

6.1.6. That all the necessary approvals from the EC are in place and shall insure that they
are received before commencement of the study

.. STTD\-SITE
,:-.'.:-::ol and Principal Investigator shall conduct the Study at the Study Site identified in
-:::::ir C. or such other Study Sites as the Parties may agree in writing.

i. SI-BJECT ENROLMENT

: - -:::::::al Investigator shall enroll Subjects to the Study in accordance with Appendix C.
--:: S -:'ect enrolment period may be extended or shortened and the number of Subjects that
-:-.._:-:-i: and Principal Invesiigator may enroll in the Study may be changed, at
S: . - .:: S:udy Coordinating Centre sole discretion.

: - !-:. rd Principal Investigator acknowledges that this Study is part of a Multi-Centre
!:-: =: that when the enrolment goal for the Multi-Centre Study as a whole is reached,
..--,-:-.:-: *ill be closed at all sites, including at Institution, regardless of whether Institution
. : :---'. -::::r site has reached its individual enrolment goal.

,J, I}_\T STIGATIONAL PRODUCT
: - -: =.:::ational Product shall be used only for the Study and strictly in accordance with the
l: - .:,: , - =J all Applicable Laws and Requirements.

t

=s::Eational Product shall be stored securely under lock and key under temperature
-ea *'ith restricted access to the study team members only"

1i-,. CO\IPENSATION

- , - a -: :e services to be rendered under this Agreement, Coordinating Centre on behalf of
:: ::,-:-...r shall pay Site and Principal Investigator in accordance with the specification in
:-::'::-:-.. B. The Parties acknowledge that the amounts to be paid by Study Coordinating

o

Page 10 of 28f,)i := S:=:': 5A MGM Hospital/ Proluton Study / Edition 3.1, I Feb20t6



A Phase III Randomized Controlled study of Inj. Proluton (I{ydroxyprogesterone caproate) as
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Centre under this Agreement are reasonable compensation, representing the fair market value,
tbr the work performed by Institution, Principal Investigator and Study Site Staff and that
neither of Site, Principal Investigator or Study Site Staff have received any other
compensation or inducement in connection with this Agreement or their participation in the
Study.

10.2 No compensation will be given to the participants for participation..in the study; Study
Coordinating Centre will pay the amount to Site to cover the expenses for the study related
injuries as per Study Coordinating Centre's policy. Site shall present the bill for such
reimbursements to Sponsor/Study Coordinating Centre and the payment will be done as per
actual.

!0 3 Any amounts paid by Study Coordinating Centre to Site and Principal Investigator under
this Agreement for services that have not been performed or expenses that have not been
incurred shall promptly be refunded to Study Coordinating Centre upon the expiration or
lermination of this Agreement or earlier at the request of Sponsor and/or Study Coordinating
Centre.

.'-1.-+ All amounts payable by Study Coordinating Centre to Site and Principal Investigator
:rsuant to this Agreement shall not be reduced except to the extent of taxes to be deducted
s::tutorily required by Applicable Laws and Requirements. Site alone shall be responsible for
::i n:s any and all taxes (other than withholding taxes required by Applicable Laws and
i.:::irements to be paid by Tata Memorial Centre - National Cancer Grid) levied on account
::. ,r: measured in whole or in part by reference to, any payments it receives. Study
-- - ::::nating Centre shall deduct or withhold from the amounts payable any taxes that it is
:=----::i b1'Applicable Laws and Requirements to deduct or withhold.

. . : :- pavments made by Study Coordinating Centre under this Agreement are exclusive of
--,:-:=:. Tares. If any Indirect Taxes are chargeable in respect of any payments, Study
-- . -::-::':in--s Centre shall pay such Indirect Taxes at the applicable rate in reipect of any such
::,::-.::s tbllowing the receipt, where applicable, of an Indirect Taxes-invoice in the
::::-:r-::e form issued by Institution in respect of those payments, such Indirect Taxes to be
:: :. ". :n the due date of the payment to which such Indirect Taxes relate.

i i TVELLECTUAL PROPERTY

-:-: -::ellectual property rights of the study and information generated from the study will
:;r . *-- --:e Srudy Coordinating Centre.

- i.:- -d Principal Investigator shall, and shall cause Study Site Staff to, make prompt
'- : ---- :--.;losure to Study Coordinating Centre. The site and Principal Investigatoi agree-: : :- :-::r'idual (s) who conceived the idea (s) and the Study Coordinating Centre shall ownI -;---'-i title in and to all intellectual property. The site and Principal Investigator
::'--: ':..=s and transfers, and shall cause Study Site Staff to assign and transfer, without
-- -.-' :-'rsideration, accordingly. It is agreedthatthe site will be granted anon-exclusive,
.t::,:- ' .::'.alt)'-free license, withoutthe rightto grant sub-licenses, to use any and all such': :-- . ::operty for strictly internal research and/or educational purposes and/or patient
-:i: .-::,-s3s. provided that the restrictions with regard to Confidential Information and
: - : .- : '- - :- '. .\rticles 12 and 14 arc observed and adhered to.

- r -:,.: :..request and at the sole expense_a1_d exclusive control of / Study Coordinating
-:::: -..: site and Principal Investigator shall, and shall cause Study Site Staff to, apply
, - . - '- . -: '.r'ith Study Coordinating Centre(or its designee) in executing and delivering any

t

:-i: ',1GM Hospital/ Proluton Study / Edition 3.1 / Feb 2076 Page 11 of 28

\1,,y



A Phase III Randomized Controlled study of Inj. Proluton (Hydroxyprogesterone caproate) as
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Clinical Study Asreement

and all instruments necessary or reasonably useful to enable Study Coordinating Centre(or its
designee) to apply for patents (and to obtain any patent term extension, supplementary
protection certificate, divisional, validation, reissue, continuance or renewal) or like privilege
or any other protection on any of the Study Coordinating Centre/individual concemed on
xhich intelleciual property right is vested as aforesaid, anywhere in the world, as they may in
their discretion determine the site and Principal Investigator shall, and shall cause Study Site
Staff to, execute or cause to be executed, all papers necessary to effect the foregoing,
including assignments to S{udy Coordinating Centre/the individual concerned, as necessary
u-rr useful to vest all rights without additional consideration.

1 1.4 Each Party shall retain all rights in its respective Background Intellectual Property. This
.\greement is not intended to and shall not infer any license grant or assignmenl, whether
erpressed or implied, with regard to such Background Intellectual Property. Notwithstanding
:he foregoing, Site and, to the extent applicable Principal Investigator, hereby grants to the
Srud1' Coordinating Centre/the individual(s) who conceived the idea(s) a perpetual,
n orldwide, non-exclusive, royalty-free license, with the right to grant sub-licenses, to use
Site's Background Intellectual Property and Principal Investigator's Background Intellectual
Properf,v to the extent required to use for research purposes.

1]. CONFIDENTIAL INFORMATION

-l.i -{t all times during the term of this Agreement and for a period of ten (10) years
:---l..sing termination or expiration thereof, each Party (the 'Receiving Party') shall, and shall
:"*-.e its officers, directors and other employees and agents to, keep confidential and not
:-:-:sh or otherwise disclose and not use, directly or indirectly, for any purpose, any'-:::l;ential 

Information provided to it by the other Party (the 'Disclosing Party'), except to
-:-: 3\ient such disclosure or use is expressly permitted by the terms of this Agreement. Any
' .,. .:ld information referable to the intellectual property shall be deemed as Confidential
-:.--::r:tion of Study Coordinating Centre irrespective of where such data and information
'' - :eleloped or generated. Upon the termination or expiration of this Agreement or upon a
- ,::. 's earlier request, the Parties shall promptly return to the other Party all of its respective
- ::--::ntial Information, provided that each Party shall have the right to retain, subject to the
: -:-:: ::ovisions of this Section 12.1, a copy of any Study Documentation to the extent
:.- --:i: bv Applicable Laws and Requirements.

- - - -:,- obligations. of confideltiality in shall not extend t^o 
-a.ny. 

Confidential Information
--::: : :s or comes into the public domain without breach of this Agreement, (b) is received
:'. i..:::ring Party from a third party without any obligation of confidentiality and without
::.::: --l this Agreement, or (c) Receiving Party can prove was already in its possession
:-.-::-: ::rr limitation on use or disclosure prior to the Effective Date or ( d) information (s)

-:-. -i- -3 required to be disclose under obligation to the Gol't Authorities, under any law,
:,:---::- ::- cr bv any court order etc of such nature.

.I -: -:-e Parties agtee to maintain the Confidential Information in a secure facility, taking
: -:-:*-':;ia111' reasonable steps to protect the information from unauthorized use, access and
: ::, -:-:3.

I-1. PER-\O\AL DATA AND BIOLOGICAL MATERIALS

: - :.:: Party shall be responsible for its own processing of Personal Data and shall ensure
*-,.: --'. ?ersonal Data relating to a Subject, Principal Investigator andlor Study Site Staff, is
* - -.;::;i. srored, used, disclosed and transferred in accordance with all applicable privacy
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laws and with the Informed consents that are or will be obtained from-.Subjects' Principal

ir".rtig"t"r-rn"ii u. r..p"niiur.-r* oqtuiri"g and providins Studv coordinating centre with

written consent (i" th. dr;;;rib.o ior-i?o*-*[ Siuov siie stari for the collection, use and

disclosure of their Personal Data.

13.2 Each Party shall ensure that a.ny collection, handling, translortat':i-.?ld retention of

B;;";;i rr,rri&iAi'|-;;;i;q-;rt ioiu..otaance' and in compliance-of,.with the Protocol'

informed consent ,riarri appii*ur. Laws and_Requirements. Site and Principal Investigator

agree and acknowledge that Sponsorlstray CoorailrtTq Centll may usd the Biological

\laterials to conduci S?.o"aury h.r.ur"h, sribject to the Inlformed Consent and in accordance

ri'ith Applicable Laws and Requirements"

1i.3 Each Party shall ensure that the security,.integrity and quality 9f 1ry,q':logical 
Materials

are maintained at urlti*.r. Each party-irrult'u. rJsponsible'for maintaining its own chain of
.rttrait" utto* ttaceatitity and management of the Biological Materials'

1j.4The ownership of the biological materials will vest with the Sponsor/Study Coordinating

Centre

11. PUBLICATION AND USE OF STUDY RESULTS

--1.1 Sponsor is committed to communicate product, research and development information in

3:1 accurate ura oUi*iir. furtrion. These communication activities must be undertaken in a

;$;;;,b1. ;;d .thi;;i ;"""il t"king i"to account.relevant extemal standards regarding the

:isrner and cont;;i- oI r.i"irtinc, "teChnical and medical publications. The sponsor's

r=i,.utio, iolicy, App"ndi* D, describes its commitment to data disclosure and transparency

.::i ho*- the sponso;i'il; c""rai"riing Q.rtlg will work with external investigatgrs an{

:*:.t-rrS to develop p"uli.uiitn, from resiarch collaborations. The International committee of

\1-ical Journal Eaitorr gCMJE) authorship guidelines will be followed.

-: I h the exercise of the rights of academic freedom, Site andPrincipal Investigator(butlo

-=., i,"ct si" s[iO;h;ii:il wiihstanding Article.l2 above but subject to this Article 14,

:-,.-.: --ie right to p"U'firfr ifi" Study results i"n scientific or other joumals, or t9 pr:lgnt the
S:-:-. :esults 

", 
tpr"i.rrio"ui .oif.t"n..s or other meetilgs, .suble-ct to the following

::!=-:::,-r:1s.. As til;i"Jy; ,ufii L."tre study, Site and- PiincipaL Investigatot.shall not

:-:-..: -., present airy";Jh;dhl ui1til the ea{ie1of () the date of the.first Multi-Centre

l.=s-----. ::blication, 
"irtf,"iirJ 

by Sponsor/ Study.Coordinating Centre.and (ii)-the^end of th.9

.":,..-" 1il;;;tir;;;i;A f"tt"irir,'g ir,. iompletion, or earlylermination, of tleStudv.at all

.;.:,,:.;;';,r.r.-N.ither before ior after such date may,Site 9l P,i1?]p"1 Investigator

: -:--s: ..: present ;y;;; d;t" (ur airti"grished from.the reiults of any analyses of raw data)

-, :;,-'"!r--p"trication or present;iio? ihat is false, misleading,-and inconsistent with

.:'i;-'; sundards or for commercial purposes'

r _: S:.-:-ior and Study Coordinating Centre shall have the right to. indepent.l ty publish the

."-:. -..-.,lr.liUr*t io Article 15 ind p-rqvideg that dueac[nowledgelnent is made for the

: .:-.=::-- .ontridiiio;;;; brsii. 
"ria 

Principal Investigator in aciordance with standard

..: - =:---- --- : ::actice.

- : -,i. 
--:,--;r limitation to any other right of Sponsor..and/or Study..Coordinating Centre Site

--: t::-:-:=t tnresiig;;; ;r[""wledgi and a[ree that Sponsor *i[ register the Study and,

:,::. :', .',:ble. port" tti. St"dt ..tfltt in alcordance with. Study C99,t$11a1ing Centre's

_-:--L:,:--;1- on orl ;;;;#"bii.-rv*"."rsible trial registries and websit.t.!i::l:9tt^ll:
_ -- _-.. ::...:io *.urite http://www.clinicaltrials.gov). Site and Principal Investigator should

- . , ---:=:--.:-ie ,.grrirutio"'or posting of ..trritt io avoid duplication of entries' The

{
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Sponsor/Study Coordinating Centre's personnel must comply with local/national law and/or
regulations which require iegistration of study information to a publicly_-accessible registry
ot[er than those named above. Where Site and Principal Investigator wish to use a publicly-
accessible website on a voluntary basis (eg. a universitylhospital website) the information
related to the Protocol must not exceed the information Sponsor/Study Coordinating Centre
has already posted and it should be sufficient to provide a hyperlink to the trial when
:e gi stered onhttp : //www. clinicaltrials. gov/

15. USE OF NAME 

. I

\one of Site, Principal Investigator or SponsorlStudy Coordinating Centre shall mention or
othenvise use the naine, trademark, trade name or logo of the other Party in any publication,
:ress release or promotional material with respect to the S1"4y_without the.prior.Yritle^n
:pproval of suchParty; provided, however, that Sponsor shall have.the {gh! tg.identify
Initirution as the site at which the Study was conducted and the responsible Study Site Staff,
:nd to use Principal Investigator's name in any Sponsor/Study Coordinating Centre's
:ecruitment activities.

16. I\SURANCE AND INDEMNITY

-5.1.Sponsor agrees to maintain the insurance of suitable amount and to indemniff Site and
?:::;:pal Inr,estigator and hold them harmless in respect of and against_all claims and
:---;ejdings made or brought by or on behalf of Subjects in accordance with.T.aw, against

-.::: r: Principal Investigator for personal injury to Subjects, to the extent ariqing out of or
:;-.:-:: ro (i) ihe administration of Investigational Product in accordance with this Agreement,
:. ?:J:ocol and any other written instructions of Sponsor/Study Coordinating Cgntre or (ii)
-.:-. :.::..-,rmance of any test or procedure that is required by the Protocol to which the Subjects

'. - :-: :ot have been exposed-but for their participation in the Study, provided that, in each
- -- i;

i6.1.1. Site and Principal Investigator have followed the instructions of Sponsor/
Srud1' Coordinating Centre and complied with the Protocol (and any amendments
trereto) and Applicable Laws and requirements; and

'.6.1.2. Site and Principal Investigator have used reasonable medical judgment in the
conduct of the Study (lncluding the enrolment of Subjects for which participation in
--:re Srudy is medically appropriate).

-: I .:-: Sponsor/Study Coordinating Centre obligation to indemnify under Section 16.1 will
: :: "::-i :,-r the extent that such claims or proceedings:

-5.:.1. Arise out of or relate to the negligence, wilful misconduct or wrongful act or
,-::lssion of Institution, Principal lnvestigator or any Study Site Staff;

-5.:.1. Arise out of or relate to Principal Investigator's or site's failure to report
::c:nptly to sponsor/Study Coordinating Centre any significant or alarming
:erelopment that has occurred during the Study, including-any Subje.qt adverse event
:: senous adverse event (as both such terms are..defined in the Protocol);

{

,,r: 16.2.3. Arise as a result of
.-':lement of any such claim
,-:crdinating Centre.

Site's or Principal Investigator's compromise or
without the written consent of Sponsor/Study

r) Page 14 of 285A MGM Hospital/ Proluton Study / Edition 3.1 / Feb 201'6
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16.3 Institution accepts responsibility to compensate Sponsor/ Study Coordinating Centre for
any and all losses caused by:

16.3.1. The negligence or wilful misconduct of Site, Principal Investigator or Study
Site Staff in performing their obligations under this Agreement; or

16.3.2. The failure of Site, Principal Investigator or Study Site Staff, to comply with
the provisions of this Agreement, the Protocol, any written instructions of
Sponsors/Study Coordinating Centre concerning the Study or any Applicable Laws
and Requirements.

16.4 The Study Coordinating Centre maintains liability insurance in respect of its obligations
to third parties and maintains sufficient limits to cover the indemnification obligations in this
agreement.

16.5 Site confirms that it shall maintain liability insurance in amounts sufficient to coyer its
obligations set forth in this Agreement and produce evidence thereof, if and when so
requested by the Sponsor/Study Coordinating Centre.

17. TERM AND TERMINATION
17,1 This Agreement commences on the Effective Date and will remain in effect until the
final data has been provided to Sponsor/Study Coordinating Centre or earlier termination of
this Agreement in accordance with this Article 17.

17.2 Eithq Party may terminate this Agreement at any time upon written notice if the other
Party is:

17.2.1. In breach of any obligations under the Agreement or the Protocol (including a
failure without just cause to meet a timeline) and fails to remedy such breach, where it
is capable of cure, within fifteen (15) days of written notice from the other Party
specifying the breach and requiring its cure; or

17.2.2. Declared insolvent or has an administrator or receiver appointed over all or
parts ofits assets or cease or threatens to cease to carry on its business.

{

17,3 Any Party may terminate this Agreement with immediate effect
:he other Party, if it on reasonable grounds believes the Study should
:he health, safety or well-being of Subjects.

- 7.-1 Sponsor/Study Coordinating Centre may terminate this Agreement upon notice to Site if
?rincipal Investigator is no longer able (for whatever reason) to act as principal investigator of
re Srudy and no replacement mutually acceptable to the parties has been found.

-'.5 in addition to Sections 17.2, 17.3 and 17.4 above, Sponsor/Study Coordinating Centre
:la)- terminate or suspend the Study and/or terminate this Agreement immediately for any
:.ason whatsoever upon written notice to Site and Principal Investigator.

- 
-.6 In the event of termination of this Agreement by either of the Parties, the Parties shall use

:eir best efforts to minimize any inconvenience or harm to any Subjects in the Study.

--.7 Upon notice of termination of this Agreement, $ite and Principal Investigator shall
'::rnediatel-v cease enrolment of Subjects into the Study, and promptly provide to
S:onsor'Study Coordinating Centre all Study Documentation (except such documents as are
::;uired to be maintained by Site pursuant to Applicable Laws and Requirements), and
S:..nsor Srudy Coordinating Centre's Confidential Information in connection with the Study

upon written notice to
cease in the interest of

j := Scecific CSA MGM Hospital/ Proluton Study / Edition 3.1, / Feb 2Ot6 Page 15 of 28
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andProvide.s.uch other assistance as is necessary to ensure a smooth and orderly transition of
the Study with no disruption of the Protocol.

tl.! l-h9n expiration or early termination of this Agreement (except in the case of termination
of this. Agreement as a result of an uncured breach of this Agreement by Institution; Study
Coordinating !en1re. shall, upon receipt of invoices and other iupporting documentation, pay
to Site .and. Principal Investigato-l all costs incurred and falling drl6 for piyment up to thadate
of termination and all non-cancellable costs committed before-receipt oinbtis€ ofiermination,
provided that such commitments are reasonable and necessarily incurred by Site or principai
Investigator forJhe p_erformance of the Study prior to the date of termination and agreed with
Sponsor/Study Coordinating Centre.

lT.9fMithjn.titty (30) days after_the_terminationof this Agreement, the Principal Investigator
and Site shall deliver to Sponsor/Study Coordinating CentrE in writing a final aicounting 5f:

17.9.1. All Subjects that participated in the Study;

17.9'2. The Subject visits completed in accordance with the Protocol during the term
of this Agreement; and

h

17 .9.3. All reasonable direct costs incurred in connection with any transfer of the
Study.

18. INDEPENDENT CONTRACTOR
In undertaking 

-to^ perform i1s, lis or -her respective services hereunder, Site, principal
Investigator -anq Study Site Staff are doing so as independent contractois in relation'to
Sponsor/Study coordinating centre and not ai their employees or agents.

19. GO}'ERNING LAW AND JURISDICTION
The.interpretation and construction of this-Agreement and the rights and obligations of the
Parties hereunder shall be govemed by the laws of India, excludin! any conflicti or choice of
.iau' rule or principle that pight otherwise refer construction- or'interpretation of this
-{-sreement to the substantive law of another jurisdiction. If any party is deldyed or prevented
iom the performance of any act required under the Agreem"ntby ieason oiuny uit of goa,
act of nature, including any academic or outbreak of paidemic disease, fire, act of gor.*ri."i
r1r St?t€. war, civil commotion, insurrection, embargo, prevention-from or hindrance in
obtaining raw material, energy or other supplies, ];bor disputes of whatever nature or
irhateverreasonbeyond the control of the paii,performance oisuch act shall be excused for
:he perlgd of such event provid-ed that if iucli interference lasts for any period in excess oi
:hirtr'' (30) days each party may, by written notice to others, modify this agreement.

{ni'.dispute, controveryy.ol claim arising out of or relating to this agreement which cannot be
:esolved within thirty (3!).days bymutual consent of the p-a.ties, sha"ll be settled Uy u.Uitiuiio,
:r accordance with the Indian Arbitration and Conciliation Act, 1996, as amended from time
:o time, by sole arbitrator_ if the parties do agree. In the event no agreement could be arrived
-an the appointment. of sole arbitiator, each party will rrpminate ariarbitrator .u.t , *t o *iti
ifRoint.an umpire before proceeding with ihe arbitration. The place of arbitration shall be
\lumbai.

fhe au'ard of the arbitrator shall be final and binding on both parties" The parties bind
::remselves to carry out the awards of the arbitrator. The section shill survive teimination or
:xpiration of this Agreement. The cost of arbitration shall be incurred by both the parties

:e Specific CSA MGM Hospital/ Proluton Study / Edition 3.1 / Feb 2Ot6 Page 15 of 28
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equally. The cost i, tutr*Uui will have exclusive jurisdiction to adjudicate the disputes or
differences between the parties, referred to it

20. NOTICES

Any notice, request or other communication permitted or required under this.Agreement shall
be in writing, shall refer spegifically to this Agreement and shall be deeme.d gi.ven only r{h"".d
delivered oI-Uy facsimile lwith r6ceipt of tiansmission confi-rmed.by the receiving Pu.ty),
addressed to ihe Parties at their respective addresses set forth in the preamble to this
Agreement, or at such other address such Party mqy have provided to the other 

^Parfy 
in

aciordance with this Article 21. Such notice shall be deemed to have been given as of the date

delivered. Any notice delivered by facsimile shall be followe4 by u hard copy delivered. as

soon as praciicable thereafter. this Article 21 is not intended to govern- the dayto-day
business iommunications necessary between the Parties in performing their obligations under
the terms of this agreement.

2I. SURVIVAL

The respective rights and obligations of the Parties set forth in Articles 6,9, 11, 12, 13, 14, 16, !?,
22 and-23 arrd 

-sections ll.r, 11.3, 11.4, shall survive the expiration or termination of this
Agreement to the extent necessaly to preserve such rights and obligations.

22. ENTIRE AGREEMENT AND AMENDMENT

22.1 This Agreement together with the Appendices hereto and the Confidentiality Agreement
constitute thJentire agreement among the Parties hereto with respectto the subject matter of this
Agreement and supersede all prior agieements, whether written or oral, with respect !o tfe subject
mitter of this Agr-eement. A"y amendment or modification to this Agreement must be in writing
and signed by authorized representatives ofeach Party.

22.2Instttution hereby authorizes Principal Investigator to, on its behalf; agree on amendments or
modifications of Appendix C without prior approval of Institution.

23. INCONSISTENCY

In the event of any inconsistency between this Agreement and the Protocol, the lerms of the
Protocol shall prev"ail with respeit to the conduct of the Study and the treatment_of Subjects in
connection theiewith; in all oiher respects (including Article 14), the terms of this Agreement
shall prevail. In the event of inconsistency between this Agreement and_tfe pg$lentiality
Agreernent, the Confidentiality Agreement shall prevail only regarding confidential information
not covered by this Agreement.

24. COUNTERPARTS

This Agreement may be executed in two or more cdunterpart copies, each of which shall be
deemed an original, and shall together be deemed to constitute one and the same instrument.

PagetT of28
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Execution

THIS AGREEMENT IS EXECUTED by the authorized representatives of Sponsor and Site and
Principal Investigator as of the dates indicated below.

Name: 0o (. A Scr cltuc
Title:

Date: 2q+b Tcr n 20lE

SIGNED for and on behalf of Mahatma Gandhi mission's medical college & Hospital
rrrl"-
*V

Name: Dr. Rajendra Bohra

Title: Dean

Date:

Signed By Principal Investigator

Name: Dr" Navin Kasliwal.

Title: Principal Investigator

Date:

Page 18 of 28
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SIGNED for and on behalf of National
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Appendix A: Definitions

'Applicable Laws and Requirements' means all applicable laws, rules an{ regulations,
incirlding, without limitation, Regulatory Authority rules and guidelines relating to the conduct of
the Study, including GCP (as defined below).

'Test Drug' means the Tata Memorial Centre - National Cancer Grid medicinal product being
studied or tested in the Study, including any placebo.

'Test Drug Invention' means all inventions relating to the Tata Memorial Centre - National
Cancer Grid Test Drug including, without limitation, new indications or uses thereof, that are

conceived, generated or otherwise made by Institution, Principal Investigator or any Study Site
Staff (other than Tata Memorial Centre - National Cancer Grid) whether solely or jointly with
others, under or in connection with the Study. For the avoidance of doubt, Tata Memorial Centre -
National Cancer Grid Test Drug Inventions also include any inventions relating (a) to the Tata
Memorial Centre - National Cancer Grid Test Drug's metabolic activity, pharmacological
activity, side effects, drug metabolism, mechanism of action, safety, or drug interactions, or (b).to
biomaikers, assays, diagnostic methods or diagnostic products, which may be used to predict
patient response or resistance to the Tata Memorial Centre - National Cancer Grid Test Drug or be

used in any way to select patients for treatment with the Tata Memorial Centre - National Cancer
Grid Test Drug.

'Background Intellectual Property' means any Intellectual Property that was owned or
controlled, directly or indirectly,by a Party prior to the Effective Date.

'Biological Materials' means any human biological materials, including but not limited to blood,
body tissue, plasma and any other material containing human cells.

'Case Report Form' or 'CRF' means a printed document ('p-CRF'), optical or electronic
document('e-CRF') or database designed to record all of the information, to be reported to Tata
Memorial Centre - National Cancer Grid on each Study Subject, as required by the Protocol.

'Confidential Information' means any data and information related to the terms of this
Agreement, the Study (including the Test Drug and Study Documentation), any Background
Iniellectual Property, Tata Memorial Centre - National Cancer Grid Intellectual Property and
Institution Intefiectual Property, that is provided by either Party or otherwise developed or
generated in connection with the discussions and negotiations pertaining to, or in the course of
performing, this Agreement.

'Confidentiality Agreement' or oCDA' means the confidentiality agreement entered into by and
between Institution and/or Principal Investigator and Tata Memorial Centre - National Cancer
Grid relating to the Study on the date set forth on the cover of this Agreement.

'Good Clinical Practice' or 'GCP' shall have the meaning defined by the ICH Harmonised
Tripartite Guideline for Good Clinical Practice, at all times in its most recent version.

'Independent Ethics Committee' or 'IEC' means an independent body, institutional, regional,
national or supranational committee or review board, whose responsibility it is to ensure the
protection of rights, safety and well-being of human subjects in a clinical study and responsible
lor, among otlier things, reviewing and approving/providing opinion on, the Protocol, the
suitability of the investigator(s), facilities, subject recruitment materials, methods and Informed
Consent Materials.

'Indirect Taxes' means value added taxes ('VAT'), sales taxes or similar

'Informed Consent' has the meaning set forth by GCP.

Site Specific CSA MGM Hospital/ Proluton Study / Edition 3,1 / Feb 2Ot6 Page 19 of 28
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,Informed Consent Materials' means the information to be provided to potential Subjects in the

Study to secure their Informed Consent, including information about any compensation being
provided to Subjects for their participation in the Study.

,Institution' means Institution including all employees, Study Site Staff, executives, officers,
directors, and agents of Institution.
,Institution IP' means all [ntellectual Property other thdan the Tata Memoripl Centre - National
Cancer Grid IP that is cbnceived, generat-ed or otherwise made by Institution, Principal
Investigator or any Study Site Staff (other than Tata Memorial Centre - National Cancer Grid)
under or in connection with the Study.

'Intellectual Property' means any and all rights in and to ideas, inventions, discoveries, know-
how, data, databises,- documentaiion, reports, materials, writings, designs, computer softwate,
processes,-principles, methods, techniquei and other information, including patents, trademarks,
iervice marks, trade names, registered designs, design rights, copyrights and any rights or
property similar to any of the fbregoing in any pfrt of the world, whether registered or not,
iogethei with the right to apply for the registration of any such rights'

'Investigational Product' means the Tata Memorial Centre - National Cancer Grid Test Drug,
which is to be administered in the study according to the protocol.

'Materials' means any equipment, materials (excluding Investigational Product), documents,

data, software and informaiioir supplied by or on behalf of, or purchased at the expense of, Tata
Memorial Centre - National Cancer Grid, in connection with the Study.

'Multi-Centre Study' means a study
protocol at more than one study site.

6Party' means each of Tata Memorial
Investigator, and

conducted by several investigators according to a single

Centre - National Cancer Grid, Institution and Principal

'Parties' means Tata Memorial Centre - National Cancer Grid, Institution and Principal
Investi gator collectively.
oPersonal Data' means any information and data that is directly or indirectly referable to a

natural person who is alive.

'Principal Investigator' means the person identified on the cover of this Agreement-appointed.to
lead and co-ordinale the Study on behalf of Institution, or any other person as may be agreed by
the Parties as a replacement.

'Protocol 'means the clinical study protocol identified by the study code on the cover of this
Agreement, which describes the Study, including all amendments thereto as the Parties may from
time to time agree in writing.

'Site Closure' means the date of receipt by Principal Investigator of the site closure visit report
from Tata Memorial Centre - National Cancer Grid.

'Study 'means the clinical study described in the Protocol.

'Study Documentation' means all records, accounts, notes, reports, data and ethics
communications (submission, approval and progress +eports), collected, generated or used in
connection with the Study, whether in written, electronic, optical or other form, including,all
recorded original observations and notations of clinical activities such as CRFs and all other
reports and records necessary for the evaluation and reconstruction of the Study-

\
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'Study Meeting' means meetings regarding the Study to which Principal Investi^gator a1d{o-r

Study- Site Stafr is invited by oi on behall of Tata Memorial Centre - National Cancer Grid,
including. but not limited to, investigator, study coordinator and/or results meetings.

'Study Site' means the facilities set out in Article 6.

'Study Site Staff 'mean all those students, employees, agents or others wh9 ge engaged by
Institution or Principal Investigator in the conduct of the Study, including any sub-investigator.

osubject' means a person recruited to participate in the Study.

Page 21 of 28
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APPendix B PaYment

National cancer Grid (Sponsor) sharl compensate Institution and principal Investigator for

each Subject that completes the Study in accordance with the protocol. For Subiects who are

withdrawn before the end of.the study, compensation will be provided o1 a B10-rata basis on

completion of visits as follows from ihe specification below' No financial compensation will

be given for Subjects, who, within ftin.ipA Investigator's control, are incorrectly included

according to the inclusion and/or exclusion criteria oi lost to follow-up' The same applies for

Subjects"for whom the primary variable cannot be evaluated.

Sponsor/ Study Coordinating Centre shall have the right, in its own discretion' to make

deductions from the compensatio., t.ilortit in this Ap[endix for any and all material and

major Protocol deviations'

Page 22 o' 2t
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1. Per Subiect Payment

Randomization, drug administration and

HPR

First Follow UP

(After completion of adjuvant treatment)

Subsequent follow uPs

(Minimum 2 follow uP Per Year for
dsyears)

Additional PaYment for SAE's

2. Additional Compensation

Study Coordinator fees

Research Fellow fees

Rs.12000/- pm (for site randomizing
minimum 4 Patienti Per month)

Rs.25000/- pm (for site randomizing
minimum 10 batients Per month)

As per Actuals

Rs.300/-

In INR

Rs.700/-

Rs. 1000/-

On actual
Hospitalization cost
related SAE's

Rs. 1000 per year for 2 follow up visits
witl be given for 9 follow uP)

Management and
for all studY treatment

Rs. 1500/-

Ethics Committee fees

Administrative charges (Including study

medication i.e. Inj' Hydroxyprogesterone)

Follow up visit charges (yearly after 5

years)

SiteSpecificcSAMGMHospital/ProlutonStudy/Edition3.1'lFeb20t6
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3. Payment Terms

Payments wilt be rnaOe to MGM Medical Cottifl aurangaUaa

Account details: Accountleayffi
College, Aurangabad
PAN No.:AAATM42S6E
A/C NO- 0376104000000107
IFSC code: tBKL0000376
Bank Name: lDBl Bank

Invoiceswittuffi
Centre at:

TataMemo.iul Horpffi
Main Building 3'd Floor, CRS Department,
Dr. Emest Borges Road,
Parel, Mumbai 400012

site specific csA MGM Hospitar/ proruton study / Edition 3.1, / Feb 201.6
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Appendix C Facilities, Records and Resources

In addition to the duties described in the Master Agreement, the Principal investigator shall:

o Promptly provide Sponsor/ Study Coordinator Centre with reports on any change

significantly affecting the conduct of the study or putting the subjects at increased risk.

For changes in staff and/or responsibilities.

In addition, written reports should be promptly provided to the

when any significant changes affect the conduct of the study or the

when requested and at study completion.

Ensure adequate workspace is provided for the monitor to conduct

activities.

Ethics Committee

risk to the subjects,

his/her monitoring

1. PLANNED SUBJECT ENROLMENT

Study Site: Tata Memorial Hospital, Mumbai.

Number of Enrolled Subjects:

Number of Randomised subjects:

First Subject Enrolled by:

Last Subject Completed before:

Planned Subject Enrolment Annex:

As per Table 1 below

Table I Planned Subject Enrolment Annex

Month Planned Enrolment Planned Randomised

Februar,v - December 2016

January - December 2017

*Planned enrolment and randomised patient recruitment figures should be entered. Timings are
currently planned and may be subject to change.

agrees that when the
will be closed at all
site has reached its

Page 24 of 28

Institution acknowledges that the Study is part of a Multi-Centre Study, and
enrolment goal for the Multi-Centre Study as a whole is qeached, enrolment
sites, including Institution, regardless of whether Institutlon or any other
individual enrolment goal."
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2.N4ATERIALS PROVIDED BY TATA MEMORIAL CENTRE - NATIoNAL CANCER
Tata Memorial Centre. _ National Cancer Grid willdocuments/equipment, which ,,"v u.i.tained/should be returned

Study protocol
Informed Consent Formi
Case Report Forms

4. SOURCE DATA, RECORDS AND STORAGE

4.1Data Capture:
Data for each Subiect should be entered.in the Case Report.Form within 3 working days of eachcompleted visit r&pectiveiv. b"ti^q'r.ii.J .rrrrii:. *rilJra.J lli ;l;h* i *o.ring days of the3Ht"3'il3*Tli,?li; ir':l::,fl;,,*T;f;,;3i,if;fJf1i;,:#3n ro, lb,iffi;ting, una during ,he

4.2. Records and Documents
4.2.1. Medical Records

The medical (hospitaupractice) records for each Subject shoyl{ contain information which islmportant for the Subj6ct' sunitv una-.ortinr.a';":il to rutntiiil;q,*.ment that criticari,T"1ii:'l;*;{,131,.iii*ui.1 fo*u.r,i",,i;hi';;.-;di;i;;;"d, 
"Il'i.r, Subject shourd

o That the Subject is participatinlll tfe Stud,y, e.g. by.incruding the enrorment and/or therandomisation code lna tt J siuiy cgdg or other S?udy identification;o Date when Informed Co"..rrt,irus obtained;o Diseases (past and currenq 6"trrirr. air.uri'rtudied and oth_ers, as relevant);' r reatments withdrar.vn/w,ithh.ra Jr;;;;;;;ffit;'t, the Study;

- ..{iiffi,(jk Xx,'f.ttl,H:l*i#''"r''fffi.' .t ung.J'in treatments during rheo visits to the crinig airri"g-trr" dirov,i"Eruaing those for Study purposes only;o Serious Adverse ru.rtsiifun;i;tiili;ilffiii;a'ssessments;o Date of and reason r". ii!.*i'iirrtior; uio Additional information accoilirg ;r;iiegurations and practice.

4.2.2. Case Report Form as Source Document
The followins variables may be directly recorded in the cpp and need notmedicat recorids (source J;;i;;;j^'""'.

o Ethnic groupo Investigatorisignature
o Investigator aiare daie of SAE

supply/lend the followins
at the end of the study: - ---D

be present in subject
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il[T:.:i.:il::#i1'ffi fi1;i,,'#,1,;;Tt,:,"#r.,sr;,:lli:ff 
:::,*.caproa,e)as

Clinical Studv Agreement

4.3. Storage of Study Documents

SitXij3r, 
Documentation shal be rerained and stored during the Study and for 3 years after Site

;*.1?'".,':igll,1i,:f T-qyFiremustberetained
:H"r1Ttl*l:li: :,Ii:tl?J,!rL"#'*i,iofl1jr,il;:rJ"fll.^r:l ,.,e,ui+,ory o_brigations and
National C*..r"OriA.iili,3;,i,8:;1"itr,.' ,i7r,;'iffi;Ti,t'31 #'l,llll#.#jgfii:l:"ft;lffiX 3?ff3l,H:.1i1Iocation ug.".d,r* ;; ?H'ffiffiX1?'.tl1X; T

{
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Clinical Study Asreement

Appendix D Tata Memorial centre - National cancer Grid publication poticy

T#fir}6lyrffibsrf, H"t,utT,,SNtLCANCERGRrDpol.rcyFoRscrENrrFrc,
Policy Sponsors: Dr. R A Badwe
Tata Memorial Centre _ National Cancer Grid,
Dr. E Borges Road,

Parel, Mumbai, Maharashtra, India 400012
Issue Date: February 2013

Review Date: March2Ol3

L Oven'ien.

Tata Memorial centre-- National cancer Grid is committed.to communicate information on itsproducts and research in an;;;;;;q-"p:J&i". #iil;. Thele .o**rri.ution activities musrbe undertaken in a responsibre ;;a;thi.;i';;;;. piliry 
**,., i: ori primary concern, andtherefore' paramount -consideration- ir-!ii,.r",; ffi;re that all rel&ant information iscommunicated clearly and in a timely way.

2. Scope

Jh.e.latq Memorial Centre _ NationalprUfiiiiilrr;;;#a, scientin" ,^^r-,931::l9ll,foJicy,for Scientific, Technicat &MedicalF,uriiift ,t;;;#l!'lt&i{,:if i,H,T:T:l,ffi ilr{ni:l",,llft lJ["fl,:X,,*#.:i.r1
f,lXffiT:I,:, E,l,,i,:J:li:,:l t"#:iitd "i;;';;'.!,?.nns 

,nto research and deveron_.,i

r quuucrr_ruls covers att screntific, technical and medical pirblicatiTata-Memorial Centre - National C;;;"; c;l;^ffi;;'i;ari-_
::l?*::,:":, llll, to:*;;ii,j'^a;s"1ie"_"'NoY,il;jt"L.i#.Ei,fiJ,J3J#ff:l,To,*:*l::::
openness,and'ethicarp;bii;;ii;r;ii';";.j;l,lffii:riffi lnX#:il:#roff i}r,frff ff#r?H.r,

3' Publications from Research Sponsored by Tata Memorial centre - National cancer GridTata Memorial centre - National cancer Grid is committed to publishing.medically importantresults' rvhether oositive ot n.guii*, fr"* i" ;iri;;ru;earch.in peer-reviewed journars. TataMemorial Centre'- xuiionJ c#;;;"c.ia r-..t, ,.;..n-,il;hat pubrications in biomedical iournalsfollow the suidelines establirfrea Uv-tfrg frL*"titr"i"iommittee of Medical Joumal-Editors(ICMJE) anr publisheJ; it,^ti;i#.m R"qu,r;;;;;iMuruscripts Submitted to BiomedicalJournals (hnp://www.i.;j..;;sJ." ffio.t*hy, th;;; ;ri;;I;;;*r;q,i#J"'i..ognition in the
ffll.H:ilp'that 

the researc-h 
ixil?l,X[*a 

i,'u..o,"aL.:;i;r;';il Ei;i;ii,i;cipres ror Medicai
g'ttpJ7***.wma.net/enl3op*ri."ii"'iiYlr opoti.ies/b3lindex nTlTln*erwise *o*,, ::d:il:Declaration of Helsinki. Tri;M;;;riui cgrt.. - N"ti""J a"l;;;G,l,J;lr"'i;1ows the principlesoutlined in the Good Publication P;;;ii;.-G;id.h;;;?"cpi,)16ttp:ttwww.gpp-guidelines.org).-
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4.3Financial Disclosure

Tata Memorial Centre - National cancerGrid.+l[ suppgrts openness and transparency and hencethe need for all authors qi ,.ruru;iiJns _fboth rata'talmorial centre - Naiionat cancer Gridemplovees and e'rternal colla6orato;i; disclos.-anv p"i.",i"r ;;iil;; or i,i#."rt incruding anyfinancial or personal retarionitrii;'til;i.iiJrri u. pl;Jtri."j:; bias their work.

5. Privaq'

Clinical Studv Agreement

Access to Data

$:,,1Tji.3,t#tlx'"ffir,.H,.;T.".j1y:lli, TJ^::,r,r:!:11tio1 between rata Memoriar centreNational cancer Grid alnJl_idi.;.;;;w,r, ar! uullaoorauon Detween lata Memorial centre -
ownership and access to data r,rjrr,rj*Yjll,b:::9ittllo..u fo,rmal ,gr*rr.rit that will addressiJH:l',''#fnii'i'iJflmt ff,.X=Ii{.# r y*:,llt:i,3si'dffiT,ii1'.Y:',',:i1ffii:for ensurilg that a complete arirUrr" ii;ffiilT.i..#i:,_id;ffi#3"f3:?r#ftis compled for al crinicar_siuJilJp;ffi;;",#,t;i;

4.2 Authorship

Tata Memorial centre - National cancer Grid is committed to ensuring that authorship for allpublications comnlies with the--crii*iu a.nnea-Ly trc"iEita;E. lil.r"'t,ji'J,,ru,, ,Each 
authorshould ha'e narticiput.a-rrrr,.i#&^i; ffi;;fio"iitl'pu.bric. responsibility for the content.,Authorship ciedit ;h;;ld"il^;;;d'on. l)..ruiiuntiui iintributions to acquisition of data. oranalysis and internretation ot aiti; z\ o,*q*;i;;'"nt.r. rr;;;;rils.i, .ri.tl.ily for importantintellecrual content: anJ3i fi;"16i,'7"r.1 

"}ir,?;;;ri;;; bepubrishEa. aui"i,o^ shourd meer arr3 conditions' Each author'murt gii,i-t irut?ryrrr;-"to ily9 his/her name incruded in the rist ofauthors' Tata \{emorial ceniie I-r.iuttna d;;. c.ia^il.ri.;;; ;il;;i.ipution solety in thecollection of data or draftingit. **u..ripraoes-n;;j;r;if/;;rh#h#.'ffi:. 
conditions aoolvequallv'to ertemal in'estigai-orr *a;T;i;M;;ri"t'dli,,r; - Nil;;i"c#fi Grid employe.r.,In line with GPP2' Tata Memorial centre - National cancer Grid does not pay honoraria to

;1Y;:iltfl:t".;:* 
t' authorship ;il; r.ui"*.i_ u.ti.til or presentations. hnp://www"gpp-

l3

)=r

Tata Memorial Centre - National Canc
patients and healthcare nrofesqin-oro "-T,9i1 

t::ry:ls.the privacy of the relationship betweenpatients and hearthcure p,or"ssion"r'-'q t!"i,1#ii[i,f:dil,',1?,fj;HTl3i:*':,ir:,.Jilffi:
#,0*:**g:.:.:l gl.*r,, pjti.r,t;;;fia;rrl;iil'id#fring information-(eo nnrienr i-+io,.
publication does not Ureuctr pati

(eg, patient initials,
puuruarl'n ooes nor breach patient confidentiality. IdentifyiG i.,%;u,ioi,
i".#ffii ::::*r,"ber, and ^r,orpiiui-.oa.r) *iii n;'# pubtished unress the patient grantiinformed consent.
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