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1 Baseline  Assessment  of  

Streptococcus  pneumoniae  in  

India  Serotypes (BASIS) 

Dr Sanjay 

Lalwani 

INCLEN Paediatrics 2015 26 

2 Pneumonia Research Initiatives 

in rural areas and urban slums of 

Maharashtra 

Dr J S 

Gothankar  

Bill Melinda 

Gates 

Foundation 

through 

Inclean Trust 

International 

Community 

Medicine 

2015 24 

3 MMRV Surveillance: 

Prevalence and Titres of 

Measles, Mumps, Rubella and 

Varicella Antibodies in Indian 

Infants and Toddlers: A Pilot 

Study 

Dr 

Nandini 

Malshe 

GSK Pharma 

India Pvt. Ltd. 

Paediatrics 2016 20 

4 Randomised double blind, 

Placebo Controlled, Phase 3 

study to assess the safety and 

efficacy of ART-123 in subjects 

with severe sepsis and 

Cosgulopathy ART- 123 

Dr 

Shivakum

ar Iyer 

Asahi Kasei 

Pharma 

America 

Corporation 

Critical 

Care 

Medicine  

2016 24 

5 PATH Rota 04: ‘A Phase III, 

Multicenter, Open Label, 

Randomized Study of Bovine 
Rotavirus Pentavalent Vaccine 

(BRV-PV) To Evaluate Lot-To-

Lot Consistency, And To 

Investigate Potential Interference 

With Routine UIP Vaccinations 

In Healthy Infants In India’. 

Dr Sanjay 

Lalwani 

Syngene/ SIIL Paediatrics 2016 16 



6 QIV 06 :‘Immunogenicity and 

Safety of a Single Dose or Two 

Doses Given 28 Days Apart of a 

Quadrivalent Influenza Vaccine 

Administered via the 

Intramuscular Route in Subjects 

Aged 6 Months or Older in 

India’ 

Dr Sanjay 

Lalwani 

Sanofi Pasteur Paediatrics 2016 10 

7 Protocol 3-001: A Randomized, 

Double-Blind, Placebo-

Controlled, Phase 3, Study to 

Assess the Safety, and Efficacy 

of ART-123 in subject with 

Severe Sepsis & Coagulopathy.  

Dr. 

Shivakum

ar Iyer 

ASIATIC 

CLINICAL 

RESEARCH 

PVT LTD 

Critical 

Care 

Medicine  

2016 24 

8 MMRV Surveillance: 

Prevalence and Titres of 

Measles, Mumps, Rubella and 

Varicella Antibodies in Indian 

Infants and Toddlers: A Pilot 

Study 

Dr 

Nandini 

Malshe 

GSK Pharma 

India Pvt. Ltd. 

Paediatrics 2016 20 

9 Randomised double blind, 

Placebo Controlled, Phase 3 

study to assess the safety and 

efficacy of ART-123 in subjects 

with severe sepsis and 
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Pharma 

America 
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Care 
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Rota 06 study: A Phase II/III, 

Multicentre, Open-Label, 

Randomized Study of Liquid 

Bovine Rotavirus Pentavalent 

Vaccine (LBRV-PV) to Evaluate  

Lot-To-Lot Consistency  and  to 

Compare Non-Inferiority with 

ROTASIIL (Lyophilized BRV-

PV) In Healthy Infants in India 

Dr Sanjay 

Lalwani 

Diagnosearch 

Life Sciences 

Pvt. Ltd.  

Paediatrics 2017 12 
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Hepatitis A Phase I: An open 

label Phase I study to evaluate 

the Safety and Immunogenicity 

of HBI Inactivated Hepatitis-A 

Vaccine when administered as a 

single dose in two groups of 

healthy subjects of 19 to 49 

years and 12 to 18 years of age. 

Dr Sonali 

Palkar 

Human 

Biologicals 

Institute 

Paediatrics 2017 6 
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healthy subjects of 19 to 49 

years and 12 to 18 years of age. 

Dr Sonali 

Palkar 

Human 

Biologicals 

Institute 

Paediatrics 2017 6 
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Cadila Pentavalent: A 

prospective, randomized, two-

arm, single-blind, parallel, 

active-controlled, multicenter, 

non-inferiority clinical study to 

evaluate the immunogenicity 

and safety of Diphtheria, 

Tetanus, Pertussis (Whole Cell), 

Hepatitis B (rDNA) and 

Haemophilus influenzae Type b 

Conjugate Vaccine (Adsorbed) 

of M/s Cadila Healthcare 

Limited compared to Diphtheria, 

Tetanus, Pertussis (Whole Cell), 

Hepatitis B (rDNA) and 

Haemophilus influenzae Type b 

Conjugate Vaccine (Adsorbed) 

of M/s Panacea Biotec Limited 

in healthy infants. 

Dr. Neeta 

Hanumant

e 

Cadilla Health 

Care Ltd. 

Paediatrics 2018 22 
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Shan 6-002 (Booster study): 

Safety and Immunogenicity of 

booster dose of a Hexavalent 

Vaccine SHAN6™ (DTwP-

HepB-Hib-IPV) with or without 

co-administration of MMR 

vaccine in Toddlers. 

Dr Sonali 

Palkar 

Shantha Biotec 

PVt Lts 

Paediatrics 2018 20 
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Evaluation of Anti-hypertensive 

activity of NIF herbal grassroots 

leads 

Dr.Pandit 

V.A     

NIF-DST Pharmacolo

gy 

2018 48 

1
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Pre-clinical & clinical evaluation 

of anti-diabetic activity of NIF 

herbal leads 

Dr.Pandit 

V.A     

NIF-DST Pharmacolo

gy 

2018 48 

2

0 

Pre-clinical evaluation of Anti-

Cataract activity of NIF grass 

root leads in immature cataract 

Dr.Pandit 

V.A     

NIF-DST Pharmacolo

gy 

2018 16 

2
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Serum Hexa Phase I- A Phase I, 

Prospective, Open Label Clinical 

Study to Assess the Safety and 

Immunogenicity of DTwP-

HepB-IPV-Hib Vaccine 

Manufactured by SIIPL in 

Healthy Toddlers aged 16-24 

Months 

Dr Sanjay 

Lalwani 

Serum Institute 

of India 

Paediatrics 2018 8 

2
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Evaluation of Homocysteine, 

Folic Acid, Vitamin B12, 

MTHFR(C677T and A1298C) 

and ACE (I/D) gene 

polymorphisms as risk factors in 

young patientsof Coronary 

Artery Disease 

Dr.Rajni 

Shivkar 

ICMR-STS 

project 

Biochemistr

y 

2018 48 
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Prevenar phase IV: A Phase 4, 

Randomized, Open-Label Trial 

to describe the Safety, 

Tolerability, and 

Immunogenicity of 13-valent 

Pneumococcal Conjugate 

Vaccine formulated in Multidose 

Vials when given with routine 

Pediatric Vaccines in healthy 

infants in India 

Dr Sanjay 

Lalwani 

Pfizer/ ICON Paediatrics 2018 30 
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Serum Tdap- A phase II/III, 

multicenter, randomized, open 

label, active controlled, clinical 

study to assess the 

immunogenicity and safety of 

tetanus toxoid, diphtheria toxoid, 

and acellular pertussis (Tdap) 

vaccine manufactured by Serum 

Institute of India Pvt. Ltd. 

(SIIPL) in comparison with 

Boostrix® vaccine of GSK in 

healthy adults, adolescents and 

children in India. 
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Jitendra 

Oswal 
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Research India 
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Protocol Title: A Phase-II/III, 

Partially Double-blind, 

Randomized, Active-controlled, 

Multicentric Study to Assess the 

Immunogenicity and Safety of 

SIIPL’s qHPV Vaccine 

Administered Intramuscularly in 

Healthy Volunteers According 

to a Two-dose Schedule to 

Cohort 1 (Girls and Boys Aged 

9-14 years) and a Three-dose 

Schedule to Cohort 2 (Women 

and Men Aged 15-26 years) as 

Compared to Merck’s 

HPV6/11/16/18 vaccine 

(Gardasil®) 

Protocol No: SII-qHPV/IN-02, 

Version 2.0 dated 24 April 2018  

(126) 

Dr Sanjay 

Lalwani 

DiagnoSearch 

Life Sciences 

Pvt. Ltd.  

Paediatrics 2018 48 

2

9 

Prevenar phase IV: A Phase 4, 

Randomized, Open-Label Trial 

to describe the Safety, 

Tolerability, and 

Immunogenicity of 13-valent 

Pneumococcal Conjugate 

Vaccine formulated in Multidose 

Vials when given with routine 

Pediatric Vaccines in healthy 

infants in India 

Dr Sanjay 

Lalwani 

Pfizer/ ICON Paediatrics 2018 30 

3

0 

Cadila Pentavalent: A 

prospective, randomized, two-

arm, single-blind, parallel, 

active-controlled, multicenter, 

non-inferiority clinical study to 

evaluate the immunogenicity 

and safety of Diphtheria, 

Tetanus, Pertussis (Whole Cell), 

Hepatitis B (rDNA) and 

Haemophilus influenzae Type b 

Conjugate Vaccine (Adsorbed) 

of M/s Cadila Healthcare 

Limited compared to Diphtheria, 

Tetanus, Pertussis (Whole Cell), 

Hepatitis B (rDNA) and 

Haemophilus influenzae Type b 

Conjugate Vaccine (Adsorbed) 

of M/s Panacea Biotec Limited 

in healthy infants. 

Dr. Neeta 

Hanumant

e 

Cadilla Health 

Care Ltd. 

Paediatrics 2018 22 



3

1 

Shan 6-002 (Booster study): 

Safety and Immunogenicity of 

booster dose of a Hexavalent 

Vaccine SHAN6™ (DTwP-

HepB-Hib-IPV) with or without 

co-administration of MMR 

vaccine in Toddlers. 

Dr Sonali 

Palkar 

Shantha Biotec 

PVt Lts 

Paediatrics 2018 20 

3

2 

Serum Tdap- A phase II/III, 

multicenter, randomized, open 

label, active controlled, clinical 

study to assess the 

immunogenicity and safety of 

tetanus toxoid, diphtheria toxoid, 

and acellular pertussis (Tdap) 

vaccine manufactured by Serum 

Institute of India Pvt. Ltd. 

(SIIPL) in comparison with 

Boostrix® vaccine of GSK in 

healthy adults, adolescents and 

children in India. 

Dr 

Jitendra 

Oswal 

JSS Medical 

Research India 

Private Ltd 

Paediatrics 2018 37 

3

3 

Serum Hexa Phase I- A Phase I, 

Prospective, Open Label Clinical 

Study to Assess the Safety and 

Immunogenicity of DTwP-

HepB-IPV-Hib Vaccine 

Manufactured by SIIPL in 

Healthy Toddlers aged 16-24 

Months 

Dr Sanjay 

Lalwani 

Serum Institute 

of India 

Paediatrics 2018 8 

3

4 

Protocol Title: A Phase-II/III, 

Partially Double-blind, 

Randomized, Active-controlled, 

Multicentric Study to Assess the 

Immunogenicity and Safety of 

SIIPL’s qHPV Vaccine 

Administered Intramuscularly in 

Healthy Volunteers According 

to a Two-dose Schedule to 

Cohort 1 (Girls and Boys Aged 

9-14 years) and a Three-dose 

Schedule to Cohort 2 (Women 

and Men Aged 15-26 years) as 

Compared to Merck’s 

HPV6/11/16/18 vaccine 

(Gardasil®) 

Protocol No: SII-qHPV/IN-02, 

Version 2.0 dated 24 April 2018  

(126) 

Dr Sanjay 

Lalwani 

DiagnoSearch 

Life Sciences 

Pvt. Ltd.  

Paediatrics 2018 48 



3

5 

Prevenar phase IV: A Phase 4, 

Randomized, Open-Label Trial 

to describe the Safety, 

Tolerability, and 

Immunogenicity of 13-valent 

Pneumococcal Conjugate 

Vaccine formulated in Multidose 

Vials when given with routine 

Pediatric Vaccines in healthy 

infants in India 

Dr Sanjay 

Lalwani 

Pfizer/ ICON Paediatrics 2018 30 

3

6 

Serum Tdap- A phase II/III, 

multicenter, randomized, open 

label, active controlled, clinical 

study to assess the 

immunogenicity and safety of 

tetanus toxoid, diphtheria toxoid, 

and acellular pertussis (Tdap) 

vaccine manufactured by Serum 

Institute of India Pvt. Ltd. 

(SIIPL) in comparison with 

Boostrix® vaccine of GSK in 

healthy adults, adolescents and 

children in India. 

Dr 

Jitendra 

Oswal 

JSS Medical 

Research India 

Private Ltd 

Paediatrics 2018 37 

3

7 

Protocol Title: A Phase-II/III, 

Partially Double-blind, 

Randomized, Active-controlled, 

Multicentric Study to Assess the 

Immunogenicity and Safety of 

SIIPL’s qHPV Vaccine 

Administered Intramuscularly in 

Healthy Volunteers According 

to a Two-dose Schedule to 

Cohort 1 (Girls and Boys Aged 

9-14 years) and a Three-dose 

Schedule to Cohort 2 (Women 

and Men Aged 15-26 years) as 

Compared to Merck’s 

HPV6/11/16/18 vaccine 

(Gardasil®) 

Protocol No: SII-qHPV/IN-02, 

Version 2.0 dated 24 April 2018  

(126) 

Dr Sanjay 

Lalwani 

DiagnoSearch 

Life Sciences 

Pvt. Ltd.  

Paediatrics 2018 48 

3

8 

Prevenar phase IV: A Phase 4, 

Randomized, Open-Label Trial 

to describe the Safety, 

Tolerability, and 

Immunogenicity of 13-valent 

Pneumococcal Conjugate 

Vaccine formulated in Multidose 

Vials when given with routine 

Pediatric Vaccines in healthy 

infants in India 

Dr Sanjay 

Lalwani 

Pfizer/ ICON Paediatrics 2018 30 



3

9 

Protocol Title: A Phase-II/III, 

Partially Double-blind, 

Randomized, Active-controlled, 

Multicentric Study to Assess the 
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A study of implementation of 
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preventing adverse pregnancy 

outcome in Nashik district, 

Maharashtra 

Dr. 

Prakash 

Doke 

UNICEF Community 

Medicine 

2018 36 
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Peumosiil ( PCV 10 003)- A 

Phase 3, Randomized, Double-

Blind Study to Evaluate the 

Immunogenicity, Safety and 

Tolerability of Serum Institute of 

India’s 10-valent Pneumococcal 

Conjugate Vaccine 

(PNEUMOSIL®) in Healthy 

Indian Infants. 

Dr Sanjay 

Lalwani 

Serum Institute 

of India 

Paediatrics 2019 22 
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SHAN 6 Phase III  Immune Lot-

to-Lot Consistency and Non-

Inferiority of SHAN6™ vaccine 

in Comparison to SHAN 5® + 

SHANIPV™ When 

Administered as Three Doses at 

6-8, 10-12 and 14-16 weeks of 

age in Healthy Indian Infants, 

Concomitantly with Oral 

Rotavirus Vaccine 

Dr Sonali 

Palkar 

Shantha Biotec 

PVt Lts 

Paediatrics 2019 22 
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Hepatitis A study: A Phase II/III 

Multicentric Randomized Single 

Blind Study to Compare the 

Immunogenicity and Safety of 

HBI Inactivated Hepatitis-A 

Vaccine with Havrix® Vaccine 

when Administered to Two Age 

Groups of Healthy Subjects ” 

Dr Sonali 

Palkar 

Indian 

Immunological 

Limited 

Paediatrics 2019 25 
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Birth Rota study : Protocol Title: 

A Phase 3, Multicenter, Open-

Label, Randomized Clinical 

Trial To Evaluate Safety And 

Immunogenicity of 

ROTAVAC® -200C And 

ROTAVAC 5cm administered at 

Birth (Neonatal Schedule) and 

additional dose versus Infant 

Schedule against Rotavirus 

Gastroenteritis 

Protocol Number: 

BBIL/ROTAVAC/III/2018 

Version 1.1 effective date 27 Oct 

2018 (133) 

Dr. Neeta 

Hanumant

e 

CMS Clinical Paediatrics 2019 8 

4
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PCV-10-004 study: A Phase 3, 

Randomized, Double-Blind 

Study to Evaluate the 

Immunogenicity, Safety and 

Tolerability of Serum Institute of 

India’s 10-valent Pneumococcal 

Conjugate Vaccine 

(PNEUMOSIL®) in Healthy 

Indian Infants. 

Dr Sanjay 

Lalwani 

DiagnoSearch 

Life Sciences 

Pvt. Ltd.  

Paediatrics 2019 21 

4
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Rotarix Liquid:A phase III, 

randomized, open study to 

assess the immunogenicity, 

reactogenicity and safety of two 

different formulations of 

GlaxosmithKline (GSK) 

Biologicals' oral live attenuated 

human rotavirus (HRV) vaccine, 

Rotarix, when given as a two 

dose Primary vaccination in 

healthy infants with no previous 

history of rotavirus illness or 

Vaccination. 

Dr Sanjay 

Lalwani 

GSK Pharma 

India Pvt. Ltd. 

Paediatrics 2019 20 
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2019 4 
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GSK Pertussis: Evaluation of 

Pertussis Disease in Young 

Infants in India - A Hospital 

Based Multi-centric study 

Dr Sanjay 

Lalwani 

GSK Pharma 

India Pvt. Ltd. 

Paediatrics 2020 12 
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Protocol Title: An open label, 

multicenter, randomized, 

controlled clinical trial to 

evaluate the efficacy and safety 

of Tablets of purified aqueous 

extract of Cocculus hirsutus in 

treatment of moderate COVID -

19 disease (AQCH) 

Protocol Version: 2.0, Dated 

08/MAY/2020 (152) 

Dr 

Shivakum

ar Iyer 

Sun 

Pharmaceutical 

Industries Ltd. 

Critical 

Care 

Medicine  

2020 18 

6

2 

Hepatitis A Sero Prevalence 

study: 

Sero-prevalence of Anti-

Hepatitis A antibodies in four 

cities from different parts of 

India 

Dr Sanjay 
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GSK Pharma 

India Pvt. Ltd. 

Paediatrics 2020 33 
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aPENTA vaccine Study:A Phase 

II/III, Multicentre, Randomized, 
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Pazopanib HCl tablets in 

standard therapy, and who are 

tolerating a stable dosing 

regimen of 800 mg/day (4 × 200 

mg) under fasting conditions.  

Protocol number: CR200-18 

Protocol Version & Date: 

Version 1.0, Amendment-02, 

Dated 20.01.2022 
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